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EXECUTIVE SUMMARY

The 2014 Farm Bill legalized the growth and cultivation of hemp for research purposes in the
U.S. Cultivation shifted from research to commercial production with the passage of the 2018
Farm Bill in December 2018. Under authority of the 2018 Farm Bill, hemp was removed from
Schedule 1 Controlled Substances under federal law and allowed to be grown and cultivated on
a commercial basis. Although the 2018 Farm Bill legalized hemp production at the federal level,
hemp production is still prohibited in Mississippi by state law (§ 41-29-113), and a pilot program
has not been created. Hemp is still classified as a Schedule 1 controlled substance in the State
of Mississippi. However, the following products are exempted from control:

e THC-containing industrial products made from cannabis stalks (e.g., paper, rope and
clothing);

* Processed cannabis plant materials used for industrial purposes, such as fiber retted
from cannabis stalks for use in manufacturing textiles or rope;

e Animal feed mixtures that contain sterilized cannabis seeds and other ingredients (not
derived from the cannabis plant) in a formula designed, marketed and distributed for
nonhuman consumption;

e Personal care products that contain oil from sterilized cannabis seeds, such as
shampoos, soaps, and body lotions (if the products do not cause THC to enter the
human body); and

e Processed cannabis plant extract, oil or resin with a minimum ratio of twenty-to-one
cannabidiol to tetrahydrocannabinol (20:1 cannabidiol:tetrahydrocannabinol), and
diluted so as to contain at least fifty (50) milligrams of cannabidiol per milliliter, with not
more than two and one-half (2.5) milligrams of tetrahydrocannabinol per milliliter.

Under the 2018 Farm Bill, a broader set of exceptions exists for the transportation of hemp
products across state lines. Notwithstanding a decision by this State to either legalize or not
legalize hemp production, Mississippi should amend its Controlled Substances Act to allow the
shipment of hemp legalized under federal law through this State. Such amendment should
substantially provide that notwithstanding any other law to the contrary the transportation of
hemp products through this State is legal where such products were produced under an
approved State or Indian Territory Plan approved under 7 U.S.C.A. S 1639p, a United States
Department of Agriculture Plan adopted under 7 U.S.C.A. S 1639q or the products were
produced in accordance with the 2014 Farm Bill.

To authorize commercial cultivation of hemp in Mississippi, the Mississippi Legislature must
pass authorizing legislation. During the 2019 Regular Legislative Session, the Mississippi
Legislature established a 13-member Mississippi Hemp Cultivation Task Force (Task Force) to
study the potential of hemp cultivation, market potential, and potential job creation for the
state. House Bill 1547, as adopted, requires the Task Force to report its findings to the
Mississippi Legislature at least one month before the convening of the 2020 Regular Legislative
Session. Contained in the following report are the findings of the Task Force.



Since the establishment of the Task Force, the United States Department of Agriculture (USDA)
has promulgated its own set of proposed federal rules for approval of Domestic Hemp
Production Program. These proposed rules include but are not limited to background checks
for potential growers, GPS coordinates identifying location of the proposed hemp crop,
sampling and testing for THC, disposal of non-compliant plants, and crop inspections.

The Task Force findings presented in this report indicate both the positive potential and the
significant risks of hemp cultivation in the State of Mississippi. Clearly, the facts demonstrate
the potential for commercial hemp production in Mississippi, as well as the potential for hemp
processing. At the same time, there are risks inherent in the current and anticipated hemp
markets due to current oversupply and lack of infrastructure and supply chain. Additionally,
there are significant law enforcement concerns as noted in the Law Enforcement Committee
Report. The Task Force findings presented herein represent a balance of information designed
to provide the Legislature with the facts needed to craft meaningful legislation accomplishing
the Legislature’s desired policy(ies).



INTRODUCTION

Section 7606 of the Agricultural Act of 2014 (2014 Farm Bill) legalized the growth and
cultivation of industrial hemp (hemp) for research purposes. Hemp was defined as the plant
Cannabis sativa L. and any part of such plant, whether growing or not, with a delta-9
tetrahydrocannabinol (THC) concentration of not more than 0.3% on a dry weight basis.
Growth and cultivation were limited to institutions of higher education and state departments
of agriculture for purposes of agricultural or other academic research or under the auspices of a
state agricultural pilot program for the growth, cultivation, or marketing hemp. For hemp to be
legally grown in a state, the respective state had to adopt laws to legalize hemp cultivation. In
2018, 45 states had enacted bills to legalize hemp but only 24 states grew hemp. Mississippi
did not adopt state laws to legalize hemp cultivation under authority of the 2014 Farm Bill.

In December 2018, the Agriculture Improvement Act of 2018 (2018 Farm Bill) was signed into
law by President Donald Trump. Under authority of the 2018 Farm Bill, Section 10113, hemp
was removed from Schedule 1 Controlled Substances and allowed to be grown and cultivated
on a commercial basis. A state desiring to have primary regulatory authority over the
production of hemp in the state shall submit to the Secretary of Agriculture, through the State
Department of Agriculture (in consultation with the Governor and chief law enforcement officer
of the State) or the Tribal government, as applicable, a plan under which the State or Indian
tribe monitors and regulates hemp production.

The U.S. Department of Agriculture (USDA) Agricultural Marketing Service (AMS) was
designated as the lead USDA agency to administer the new USDA Hemp Production Program.
For the 2019 planting season, the 2018 Farm Bill provided that States, Tribes, and institutions of
higher education could continue operating under authorities of the 2014 Farm Bill until USDA
released new hemp cultivation rules. The rules (7 CFR Part 990: Establishment of a Domestic
Hemp Production Program) were released on October 29, 2019, a copy of which is attached as
Appendix A. There is a 60-day comment period following publication of the rule in the Federal
Register. In 2019, 46 states had enacted bills to legalize hemp but only 34 states grew hemp.
Mississippi did not adopt state laws to legalize hemp under authority of the 2018 Farm Bill.

MISSISSIPPI HEMP CULTIVATION TASK FORCE

During the 2019 Regular Legislative Session, the Mississippi Legislature established a 13-
member Mississippi Hemp Cultivation Task Force (Task Force) to consider the potential of hemp
cultivation, market potential, and potential job creation in Mississippi. With the enactment of
House Bill 1547, the Mississippi Legislature specified that Commissioner of Agriculture and
Commerce Andy Gipson serve as Chairman of the Mississippi Hemp Cultivation Task Force. The
Mississippi Department of Agriculture and Commerce (MDAC) was required to supply the
necessary staff and research assistance to the Task Force in its work. Following are the
members of the Task Force as defined by House Bill 1547:

e The Commissioner of Agriculture and Commerce or a designee (Chair);
e The President of Mississippi State University or a designee;



e The President of Alcorn State University or a designee;

e Adirector of the University of Mississippi School of Pharmacy National Center for
Natural Products Research or a designee;

e The President of the Delta Council or a designee;

e A representative of the Mississippi Secretary of State's office;

e A representative of the Mississippi Attorney General's office;

e The Director of Pharmacy, Mississippi State Department of Health or a designee;

e A member of the Mississippi House of Representatives designated by the Speaker of the
House;

e A member of the Mississippi Senate designated by the Lieutenant Governor;

e The Commissioner of Public Safety or a designee;

e The President of the Mississippi Farm Bureau Federation or a designee; and

e A designee of the Governor.

The Task Force conducted three public meetings at the State Capitol in 2019. The meetings
were held on July 8, September 25, and November 20. All meetings were open to the public
and video recorded. Meeting recordings were posted on the Task Force website
(www.mdac.ms.gov/hemp-cultivation-overview).

In preparation for the Task Force’s first meeting on July 8, Commissioner Gipson sent
Mississippi Department of Agriculture and Commerce staff to Kentucky to meet with the
Kentucky Department of Agriculture (KDA) in May 2019 to gain information regarding
cultivation and regulation of hemp. Kentucky has the largest hemp program in the southeast
and is a national leader in hemp cultivation and regulation. Michael Ledlow, Bureau of Plant
Industry Director, and Chris McDonald, Director of Federal and Environmental Affairs, were
MDAC staff that conducted the educational trip to Kentucky. During the first meeting of the
Task Force on July 8, four committees were formed to study hemp-related issues. The
committees that were formed are as follows:

e Economics, Marketing and Job Creation;
e Hemp Agronomy;

e Law Enforcement; and

e Regulations & Monitoring.

The Task Force committees presented their respective reports to the full Task Force during its
second meeting on September 25. On October 29, 2019, the USDA issued proposed federal
rules and guidelines for any approved commercial hemp production plan. The Task Force
adopted its final report during its last meeting on November 20, 2019. Attached as Appendix B
are copies of the comments of the public received by the Task Force. The remainder of this
final report details the findings of each Task Force committee.


http://www.mdac.ms.gov/hemp-cultivation-overview

ECONOMICS, MARKETING, AND JOB CREATION COMMITTEE REPORT

A Policy Review and Update

Since the passage of the 2014 Farm Bill, which allowed states to develop hemp cultivation
programs beyond traditional hemp fiber production, the U.S. market for cannabidiol (CBD)-
containing products has exploded. A few states with viable programs under the 2014 Farm Bill
advanced greatly during the past few years, but the national picture for regulation, advertising,
marketing, transportation, financing, has been confusing and uncertain.

The 2018 Farm Bill certainly changed the landscape for many of these areas in the minds of the
market drivers. The perceived financial impact nationally is depicted in the presentation from
the recent American Herbal Products Association Hemp Conference:

FARM BILL FINANCIAL EFFECTS HempBusinessJournal

e Growth Across the Supply Chain

e USDA Regulation (e.g. Crop Insurance & Risk
Mitigation)

* Interstate Transport (Ease of Doing Business)

e Organic Market Awakens

* Banking > Merchant Processing > Mass Market
* |Internet Marketing > Advertising Exchanges

* Products into Unexpected Retailers

* |nvestment and M&A Activity

States who had programs under the 2014 Farm Bill are at some advantage — Kentucky, Oregon,
North Carolina, Virginia, and others are swiftly moving forward, but most of them will have to
reconcile their state programs with the federal regulations released by the USDA on October
31, 2019.

The “de-coupling” of marijuana and hemp, from a controlled substance standpoint, was the
major impact of the 2018 Farm Bill, as it greatly relieves (but does not remove altogether) the
concerns of schedule | violations:

1. For growers, verifying that crops are below the 0.3% THC limit.

2. For processors, clarity on the handling of intermediates, waste streams, and final

product (as to THC limits).

For any state program developed, the costs and infrastructure for managing these will be the
major burdens of program administration. Certainly, these are manageable, but they add a
regulatory burden for farmers, processors, and program administrators.

Beyond the controlled substance issues, the stance of the U.S. Food and Drug Administration
(FDA) will certainly make an impact. If the decision is to continue current policy — that products



containing CBD may not be sold as dietary supplements — this will likely negatively affect the
growth of the markets, though the magnitude remains to be seen.

FDA’s current position centers on four key considerations:

1. Now that Epidiolex® (a CBD-based drug) is approved as a prescription drug, CBD cannot
be added to dietary supplements;

2. Many claims of manufacturers promote use of CBD products to treat, prevent, or
mitigate disease. Such claims are not allowed for any type of dietary supplement;

3. CBD-containing products were not in the legitimate market before 1994, with the
passage of the Dietary Supplement Health and Education Act. Therefore, contrary to
some claims, they are not “exempted” from the provisions of that law;

4. Many CBD products in the market are substandard, with label claims inconsistent with
content. These range from products with CBD concentrations at zero or far below label
claims, to products with high THC content and even adulteration with synthetic
cannabinoid analogs.

For these products to be sold as dietary supplements legally, FDA would have to move for some
type of special allowance. Many observers doubt this will happen, but there is tremendous
pressure to make at least some restricted “natural content” CBD permissible.

With that background, however, supplements are being sold aggressively via many market
channels, despite the current regulation. Enforcement against these sales, from the FDA
standpoint, has been near impossible to date, due to limited manpower, and it may continue
so.

The Federal Trade Commission also has interests in these issues, as they are responsible for
enforcement regarding misrepresentations in advertising and interstate commerce violations.

An Assessment of U.S. Market for Industrial Hemp and Related Products

The market for hemp related products in the U.S. may be envisioned in three broad categories:
1. Seed - seed or protein or vegetable oil (no cannabinoids)
2. Fiber — bast (bark fiber) or hurd (core fiber)
3. CBD producing flowers — extracts, cannabinoids, including CBD
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Currently, the market drivers are heavily weighted for CBD-containing products. The projected
acreage margins for farmers in the seed and fiber markets are comparable to other Mississippi
commodity crops. The flower market is much better, and has been growing rapidly, but is also
very labor intensive and highly regulated. It is also is in a precarious stage at present, with
potential glut of hemp production as states in the U.S. come into production, and the potential
Chinese hemp pressures are growing.

The markets for global spending on “legal” Cannabis products are dominated by the U.S. The
graph below shows current and projected spending according to BDS Analytics, a Cannabis
industry data partner. “Legal” spending on Cannabis is expected to reach $22 billion in 2022;
this figure includes spending in medical marijuana and recreational marijuana states.



The US will continue to be the world’s largest market

Global Legal Cannabis Spending by region (SUSD Billions)
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BDS Analytics (at American Herbal Products Association Hemp Congress, August 2019).

While these projections are clearly assessing a much larger “legal marijuana” world, there is no
guestion of the robust market potential of Cannabis enterprise in the U.S. for the coming
decade. See the figure below which demonstrates a very small share of this market for CBD
products, and yet the growth from 2014 to 2018 has been phenomenal and will likely continue
to grow robustly.

From almost nothing, CBD sales have been growing even faster than overall
sales in the dispensary channel

Total USA Legal Cannabis Spending and CBD share (SUSD Billions)
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Offsetting those optimistic projections, the rapid expansion of hemp cultivation and processing
to CBD in the U.S. has resulted in a steady drop in prices for CBD-related products. From 2015
to 2018 the wholesale prices for CBD oil in the U.S. dropped by 75%. And this does not reflect
the impact of changes since the December 2018 Farm Bill was adopted.

WHOLESALE PRICING
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Enterprise Budgets to Project Hemp Profitability for Mississippi Farmers

With the help of Dr. Randy Little and colleagues at the Mississippi State University Department

of Agricultural Economics, expense/revenue projection estimates were developed for fiber and

grain type hemp cultivation and compared to other commodity crops in Mississippi. The graphs
below illustrate their assessments.
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Returns above Specified Expenses
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These projections suggest that fiber or grain production, and especially combined production,
could offer an economically tractable alternative to other staple Mississippi crops. Production
methods for industrial hemp are very much in the developmental stage, especially for a
combined fiber and grain system. Much research is needed to identify best production practices
and associated production costs, depending on the intended end use.

$250.00

S/Acre

The following tables compare expected net returns for hemp harvested for grain compared to
corn, soybeans, and cotton in the Mississippi Delta. Again, these are estimates based on
research in Kentucky and Missouri, adapted for Mississippi. The tables highlight hemp for grain
yield and price combinations and how net returns compare to expected net returns to
commodity crops produced in the Delta.
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Table 1. Sensitivity Analysis: Hemp for grain net returns over Delta corn.

Market Price ($/pound)

Market Price ($/pound)

Yield (pounds/acre)

500 750 1000 1250 1500
$0.40 | ($322.72)  ($222.72)  ($122.72)  (%22.72)  $77.28
$0.50 | ($272.72)  ($147.72) ($22.72) $102.28  $227.28
$0.60 | ($222.72) ($72.72) $77.28 $227.28  $377.28
$0.70 | ($172.72) $2.28 $177.28 $352.28 $527.28
$0.80 | (5122.72) $77.28 $277.28 $477.28 $677.28

Table 2. Sensitivity Analysis: Hemp for grain net returns over Delta soybeans.
Yield (pounds/acre)

500 750 1000 1250 1500
$0.40 | ($262.78) ($162.78)  ($62.78) $37.22 $137.22
$0.50 | (5212.78) (587.78) $37.22 $162.22 $287.22
$0.60 | (5162.78) (512.78) $137.22 $287.22 $437.22
$0.70 | (5112.78) $62.22 $237.22 $412.22 $587.22
$0.80 | ($62.78) $137.22 $337.22  $537.22  $737.22
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Table 3. Sensitivity Analysis: Hemp for grain net returns over Delta cotton.

Yield (pounds/acre)

500 750 1000 1250 1500

$0.40 | ($490.40)  ($390.40)  ($290.40) ($190.40)  ($90.40)
$0.50 | ($440.40)  ($315.40)  ($190.40) ($65.40)  $59.60
$0.60 | ($390.40)  ($240.40)  ($90.40)  $59.60  $209.60

$0.70 | ($340.40) (5165.40) $9.60 $184.60 $359.60

Market Price ($/pound)

$0.80 | (5290.40) ($90.40) $109.60 $309.60 $509.60

As more states approve industrial hemp production, based on trends observed in recent years,
hemp supplies will increase significantly, creating downward pressure on market prices for
hemp each end use. At the same time, no hemp has been produced in Mississippi, so hemp
yields used are best guesses. These tables highlight the importance of price and yield and the
consequent ability for industrial hemp to compete as an alternative crop for Mississippi
producers.

In the current situation, the flower/extract/CBD market returns appear much more attractive,
perhaps 5-10-fold higher than fiber and grain. But it should be remembered that these options
are much more labor intensive and more tightly regulated, and practically limited to smaller
acreage plots. In addition, the dropping prices due to market saturation will likely continue in
the next few years.

An important consideration is how existing grower capabilities and infrastructure might be
applied to hemp cultivation and processing. For example, soybean, corn or cotton farmers may
not be able to adapt readily for hemp.

Kentucky had good early success in developing their cultivation program, for several reasons:

1. Political influence of Senator Mitch McConnell helped to advance new legislation.

2. They grew the program using existing modes of operation in their tobacco industry
(using mechanized setters, side dressing practices, drying barns, stripping, biomass
processing, etc.).

3. They attracted large companies and capital investment in programs, developed in
concert with growers aligned with the state and the university research programs.
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Hemp Processors and other Industry Operations and Economic Impact.

Operational processors in the hemp fiber/seed industry:
Seed/cultivar development

e Growers

e Biomass processors — seed and fiber

Finished product manufacturing

Operational sectors in the hemp flower industry:
e Seed/cultivar development (selection of these is important to get established in regional
growing conditions, and to move into production)
e Greenhouse, nursery, clone production
e Growers
e Biomass processors
e Extraction/purification
e Finished product manufacturing
e Analytical service providers

If hemp cultivation is legalized in Mississippi, biomass processors and extractors will have to

become established in the state. This will be important because all of the growing will most
likely be done by advance contracts involving these types of operations.

Hemp Supply Chain Value Addition

- Full Spectrum
Ceég:(‘;d m m - Hemp Extracts

Production ‘ ’ \ ' ‘

Nursery Biomass CBD

Operations Processing Enriched
. Analyticall
Biotechnol

or Isolate

Product
Development
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The figure below illustrates key program elements involving analytical services to support this
type of industry. Analytics are critical for monitoring compliance, and for optimizing CBD vyields.
In circumstances involving potential illicit growing or criminal activity, other forensic analysis
might be required.

Hemp Program Analytical Aspects

Ly ‘ Miss Crime Lab
Enforcement

Third-Party
Criminal violations? _v Independent Labs
- - -
- -, -
State Analytical [PRal Company
Program? Analytical Labs

MDACE Processor/Grower Manufacturer
) Monitoring? “bili
Oversight Responsibility Responsibility

Biomass Product
m - Processors = m = Development

Input from Existing Growers, Processors, Manufacturers and Analytical Operations for CBD

1. CV Sciences, Inc., is a premium CBD oil product retailer, but vertically integrated and
contracting with growers in five states, including Kentucky. Their operations entail up
front contract relationships with growers and processors. CV Sciences provides specially
processed seed to their farmers [most other CBD variety growers typically grow from
clones). Harvest is mechanized and biomass is processed into “cake” that is supplied to
the extraction facility. Principals at CV Sciences are well-known.

e Douglas McKay, Senior VP Scientific and Regulatory Affairs
e Josh Hendrix, Director of Business Development and Domestic Production

2. Ecofibre LTD is an Australian-based company that has established a large operation in
Kentucky. They contract with a “biomass processor”, who manages their contract
growers in Kentucky and North Carolina. They have done extensive research for several
years to develop cultivars that are good CBD producers and are suitable for nursery-to-
field transition (many cultivars do not adapt well). They have grown their company
slowly, doing only ‘what they can control’. They produce clones derived from cuttings
from mother plants of these cultivars, maintained indoors, and supplies them to farmers

15



they are contracting with. Ecofibre only uses established tobacco growers that have a
good track record. The farmers pay when they deliver their biomass for processing.

The process for growers in Kentucky and North Carolina includes planting the clones
with a tobacco setter, side dressing as needed, pest control, and monitoring. As harvest
approaches for a particular plot, the Kentucky Department of Agriculture must be
notified, and they will check THC content, following a rigorous sampling protocol, to
ensure compliance. This marks a two-week window to harvest the compliant crop.
Crops that are ‘hot’ will be retested, and those that confirm ‘hot” must be destroyed.
Growers will also generally do their own monitoring (via independent labs), to optimize
CBD content and confirm compliance.

Harvested tops of plants are brought to tobacco barns for drying and stripping.
Optimum curing is an important issue for stripping and storage. Small volume growers
have hand-stripped the buds, but most accomplish this on a larger scale by operations
that pull the plant tops through a steel ‘comb’ on the barn or plant floor. This is a very
labor-intensive process.

Ecofibre has invested in four mechanized strippers recently and will likely grow that
number. These machines cost about $50,000 each but are mobile and can be moved to
different barns in a region. This appears to be a great potential relief to the manpower
crunch for many grower/processor operations.

The outcome of the stripping is ‘manicured’ buds with minimal stems, stalks and large
leaves. These are packaged into boxes for transport to extraction facilities.
Facilities have been established in Kentucky for extraction of CBD from biomass (often
referred to as “processors”). These are very expensive operations, with minimum
estimates at $1-2 million. There are relatively few of these in Kentucky, though more
than 100 licenses are granted to ‘processors. According to Derek Vaughn, who manages
the Ecofibre growers supply chain, many of these are not extractors, and some are very
small operations that may extract on very small (hotplate) scale. According to Hemp
Business Journal reports, $94 million has been invested by 16 processor operations in
the last few years into these types of facilities in Kentucky, and about 900 jobs were
created.

e Adam Cantwell, Global Operations Manager

e Derek Vaughn, Manager, Biomass Processing, KY

Kengro in Charleston, MS is a local kenaf grower and fiber processor, which has
developed several commercial fiber products of their own. They also are contracted by
Ecofibre for >10 years to receive industrial hemp and process into fiber for animal
bedding. We discussed with the founder of Kengro his perspective on Ecofibre, which
was very positive, though Kengro’s experience with them is obviously limited to the
fiber type supply chain. But his impression was, as emphasized above, that they had the
vision and patience to build a quality operation and grow slowly, with supply chains and
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processes they can control. Kengro may have much to offer for the beginning of a hemp
fiber industry in the state.

e Brent Brasher, founder and President — member of Genuine MS

. The National Center for Natural Products Research (NCNPR) at the University of
Mississippi has 50 years of experience with Cannabis cultivation for the federal
government, and a strong analytical program that supports all aspects of the research
and production. This has all been done under Schedule | DEA licenses, and there were
strict limitations on the ability to receive samples from non-DEA registrants. Now that
this is changing, the NCNPR can work with the state to implement analytical service
support.

The NCNPR also brings established expertise in developing and implementing clinical
research. The partnership was established with the University of Mississippi Medical
Center to implement the first ever clinical Cannabis extract trial under a state program
for restricted THC products.

e lkhlas Khan, Director of NCNPR
e Mahmoud EISohly, Director of the Cannabis Research Program for 40+ years
e Donald Stanford, QA Officer, Cannabis Research Program

ElSohly Laboratories, Inc. (ELI) is the only private analytical service company in the state
that has maintained a schedule | license for handling of cannabinoids. They have a
significant business doing analysis for government programs and law enforcement, but
they have, in the past, been precluded from doing analyses for non-DEA registrants.
This will change now with the implementation of the 2018 Farm Bill Controlled
Substance provisions. Such a company could provide the types of analytical and
reference standard supply as would be needed to support supply chain compliance and
product development work. ELI has also conducted the bioanalytical work supporting
the clinical trial underway in Jackson with CBD extract.

The principals at EISohly Laboratories, Inc. (ELI) are also actively involved in certification
of analytical laboratory programs nationwide, working in this capacity for laboratory
certification organizations. Thus, they are experts in setting up and qualifying small
laboratory operations.

e Mahmoud EISohly, President and Laboratory Director
e Waseem Gul, Assoc. Director of Research

Cultivaris is a plant breeding/commercial nursery developer that has been working

extensively in helping establish hemp/CBD industry around the world, and recently in
U.S. They are based in San Diego, with operations in Europe and Asia. Josh Schneider,
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founder of the company, presented at the American Herbal Products Assoc. Hemp
Congress last month on breeding, cloning, nursery operation “transferability”. Mr.
Schneider would be another excellent resource to build in aspects of a unique program.

Challenges and Issues on Economic Development Opportunities
The report from the Hemp Agronomy Committee of this Task Force summarized the challenges
from their perspective in this way:

“Current challenges facing the industry include the need to establish agricultural supply chains,
breed varieties with desired and known attributes, upgrade harvesting equipment, modernize
processing and manufacturing, and identify new market opportunities. Although economic
studies differ in their forecasts, it is possible that hemp may be slightly more profitable than
traditional row crops, but likely less profitable than other specialty crops. Uncertainty about
long-run demand for hemp products and the potential for oversupply are among possible
downsides of potential future hemp production. Additionally, many estimates of projected
profitability do not consider the additional costs of growing hemp in a regulated market (i.e.
costs associated with licensing, monitoring, and verification of commercial hemp.)”

Giving a bit more focus to the economic and job creation aspects, we could summarize these
issues as follows:

1. Competition in the marketplace:

From the standpoint of late entry into what has been a ballooning market, one challenge is
that Mississippi growers would be coming into a highly competitive space. Uncertainties
about declining price points for most domestic Cannabis extract products, and the prospect
of Chinese entry into the market are important considerations.

2. Hemp processors and hemp product industry:

It is critical that farmers have forward contracts with processors/manufacturers. At present
these do not exist in the state. At least the biomass processors need to be in reasonable
proximity (e.g.; 100-mile radius) of the growers. And much of the potential economic
growth and job creation would come from downstream ‘value-added’ operations such as
extraction, manufacturing, and product development.

However, if the state develops a concerted focused plan, there are a number of established
companies that may have interest in setting up facilities in the state, and a number of
potentially interested investors — among other reasons, because of the potential association
in the state with the University of Mississippi’s expertise in Cannabis production and Drug
Master File and Investigational New Drug experience with FDA.
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3. Establishing optimal hemp cultivars and propagation programs:

In many states, there have been substantial challenges to importing seed developed in
other states/countries and integrating them into viable and robust operations. Stabilizing
desired chemical profiles, with hardiness to uniformly transition to field planting and
robustness to field stresses have plagued a number of programs. So, development and
testing of cultivars and clones has been required to solve these problems.

4. Analytical services:

Supporting a hemp/CBD industry (for that matter any botanical supplement/medicinal plant
industry) will entail availability of strong analytical testing programs. Larger companies will
have their own, but most smaller companies or growers will rely on independent labs to do
testing to help them insure compliance and to

5. Administrative and regulatory program development:

One of the greatest challenges is implementation of the administrative framework and
regulatory aspects. These are dealt with in other committees and so won’t be elaborated
here. However, it is important to recognize that the costs of these programs are increased
by the necessity for regulation of growers and processors, and for the associated analytical
testing for compliance. These are costly in terms of time and manpower to the
administering department, and typically these are offset by license fees and by requiring the
growers or processors to pay for the compliance testing.

Conclusions

The possibility of creating a hemp cultivation program in Mississippi presents opportunities for
viable new alternative crops for farmers, but probably will not represent a large boon for most
growers compared to the yields with other specialty crops. Itis important to manage these
economic expectations on the part of farmers aspiring to grow.

On the other hand, a coordinated development — with established private sector partners - of
key industry components in the state, which take advantage of the Cannabis research expertise
here, the experience with getting Cannabis extract product into clinical evaluation, and the
robust natural products research enterprise in the state, could allow creation of a unique
“niche” for Mississippi —in a public-private partnership targeting products that can be moved
into a clinical research pipeline and support development of elite CBD supplement products (if
the FDA allows) or of new botanical drugs.
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HEMP AGRONOMY COMMITTEE REPORT

Industrial Hemp Products and Production Systems

Industrial hemp is grown to produce three primary commodities: fiber, seed, and cannabinoid
containing oil extracts. Production systems specific to each of these primary products differ in
terms of germplasm/propagule type and production, planting methods/equipment, harvesting
process and equipment, post-harvest handling/curing/processing, labor requirements, markets,
and economics of production.

For each of these commodities, a brief overview of the production system will be provided,
including seed/propagule type, planting method, fertility regimes, harvest methods, post-
harvest handling processing. Secondly, agronomic research needs will be discussed for all three
production systems. Lastly, cross-cutting issues in economics, policy, and regulatory arenas will
be identified that will affect producers, regardless of production system.

Fiber Production

Hemp can be grown as a fiber, seed, or dual-purpose crop. Internationally, hemp fiber is used
to make more than 25,000 products in nine submarkets: agriculture, textiles, recycling,
automotive, furniture, food and beverages, paper, construction materials, and personal care.
Hemp fiber can be used in a myriad of products including upholstery, molded composite
materials, automotive interior panels, twine/rope, construction and insulation materials, fabrics
and textiles, concrete and animal bedding. For fiber production systems, the stalk is the
harvested product. The interior of the stalk has short woody fibers called hurds; the outer
portion has long bast fibers. The hurd is primarily used for lower value products such as animal
bedding and concrete. The bast fibers are used in higher value products such as textiles and
composites. Hemp production for fiber may fit well into large-scale conventional agricultural
production systems but may not be a good fit for small producers.

Varietal Selection: As with any crop, environmental tolerance, disease resistance, fiber yields,
fiber quality, seed size, oil content, and oil composition vary among hemp cultivars. Specific
varieties have been developed for fiber, seed, dual-use, and oil extract markets. Dual-purpose
cultivars are suitable for both fiber and seed uses; however, the current industry trend is
toward selecting optimal varieties for one use or the other. Most varieties currently being
grown in the U.S. originated in Europe or Canada. Industrial hemp production has been legal in
Canada since the 1990s where only varieties included in the Health Canada List of Approved
Cultivars may be grown for production. These varieties contain less than 0.3% THC under
normal growing conditions, and most are of European origin. Currently, there are 8 companies
in Canada that have hemp plant breeding programs. No American varieties currently exist for
the South. Varietal testing is in its infancy. The crop is highly photoperiodic; like soybean, it is
highly impacted by latitude. Varieties adapted to, say Kentucky, will not exploit our full growing
season. Most Canadian and American germplasm has its origins in the hemp-growing regions
of Europe. Germplasm already adapted to our latitude would have to come from northern
Africa, Iraq, northern India, and central China. With the exception of India and China, other
climatic factors preclude hemp production at these locations. Our greatest hurdle will be
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obtaining quality seed (or clones for CDB) of varieties adapted for our latitude. The
development of varieties that grow full season will take several years.

Extensive variety testing programs have been underway for years in various locations across
Canada to identify best performing varieties in different geographies. Varietal testing programs
lag in the in the U.S., with some of the most extensive information coming from Kentucky. The
University of Kentucky began basic agronomic research in 2015 with varieties grown for each
purpose - fiber, grain, and cannabinoids. Other states have begun systematic variety testing
that will inform producer variety selection moving forward. Regional-specific variety testing
represents an important research need.

Site selection: While hemp is generally thought of as a weed, maximum yields are achieved on
well-drained, fertile soils with good tilth. Hemp does not tolerate standing water. Best
performance (highest yields) are obtained in a soil pH range of 6.5-7.0.

Planting: Hemp seed can be planted with either conventional tillage or no-till using standard
grain drills or planters. Best stand establishment occurs when planted shallowly (0.25 — 1”),
into warm soil (48 —50° F) in a firm seed bed with good seed soil contact. Hemp produced for
fiber is planted from certified seed at 20 — 50 seeds/square ft (18 — 25 Ibs./ac depending on
varietal seed weight). High plant populations are designed to produce tall plants (10 — 15ft)
with smaller stalk diameter (pencil-sized), longer internode distances, and longer bast fibers.
Plant population affects the hurd:bast ratios with lower plant populations producing thicker
stalks with proportionately more hurd. Higher plant populations also close canopy earlier and
suppress weed competition.

The greatest hurdle in the early years will be to obtain quality seed of varieties adapted to
latitudes this far south. Planting date recommendations are based solely on soil temperature
(>50°F). Planting date studies (even those in Kentucky) are based on studies conducted in
Manitoba. Given our southern latitude, these studies may be a good starting point, but studies
specific to Mississippi would be needed.

Weed Control: Currently, no herbicides are labeled for use on hemp in the U.S. In Canada,
ASSURE Il (Dupont) is registered for grass control in hemp, but no broadleaf herbicides are
currently available. Early establishment, high plant populations, and canopy closure are the
best agronomic practices for weed suppression. Because of planting density most weeds can’t
compete with hemp. There are two exceptions; Johnsongrass and morningglory. Heavily
weedy fields can cause a crop failure. When kenaf was introduced to Mississippi, it took two
years of research to obtain data for the emergency labeling of effect herbicides. The toolbox of
herbicides we use now on kenaf took five years of data. Emergency labelling (24C) can be
expedited using data from neighboring states; however, there is no data on hemp available
from our neighbors. With a lack of chemical agents, crop rotation and other cultural practices
are the only methods for pest control.

21



Hemp is sensitive to most herbicide residues so careful attention to previous herbicides used on
a field that is designated for hemp production is required. Specifically, herbicides used for
control of volunteer glyphosate tolerant crops may have a soil residue that would be harmful to
hemp. Hemp will be very sensitive to off target deposition (drift or volatility) of dicamba and 2-
4D. As such, the agricultural context in which it is produced will influence sustainability.

Insect Management: Numerous phytophagous insects have been found to feed on hemp,
however, economic impacts are thought to be low although economic thresholds have not
been established. Currently, no insecticides are registered for pest control in hemp in either
the U.S. or Canada. Grasshoppers and armyworm have been reported in Kentucky fields. The
presence of European corn borer in Kentucky hemp fields may be a concern when in rotation
with corn, but there are no reports to indicate their impact.

Nutrient Management: Germinating hemp does not tolerate fertilizer application near its seed.
Seed mortality is observed when N, P, or K are applied in furrow a thus fertilizer must be
banded or broadcast. Hemp yield is most limited by nitrogen. Fertility requirement studies from
other states and Canadian provinces indicate the nitrogen requirements for a grain crop ranges
from 100-150 Ibs. N/A for dryland to 200 Ibs. N/A under irrigated conditions. Split applications
are recommended. Like kenaf, the ability of the crop to pass under the toolbar of a tractor
determines the last application. For a fiber crop, recommendations from other states are about
50 Ibs. N/A. Phosphorous requirements are 5-60 Ibs. P/A and potassium 300 Ibs. K/A. Again,
these recommendations are derived from locations with substantially shorter growing seasons
than the Deep South.

Harvesting: Hemp for fiber is harvested when plants are between early bloom and seed-set.
Dual crop systems require waiting to harvest the stalk after seeds have matured and been
harvested, leading to lower fiber quality and yield. Highest quality products are produced from
the longest bast fibers, so stalks should be harvest in a manner that does not break or cut the
stalks in short pieces. Hemp can be harvested with conventional sickle-bar mowers, hay
swathers, forage harvesters, or specialized equipment available in Canadian and European
markets designed for hemp harvesting.

The greatest challenge of hemp harvest is the wrapping of fiber around rotating equipment
parts, especially during seed harvest. This was also the challenge when kenaf was first
introduced to Mississippi. That was resolved by using forage harvesters to cut the stem/fiber
into 1.5-2.0 inch lengths. Unlike kenaf, the market for hemp is long fiber, from full-length
slightly immature stems.

Post-Harvest Management: After cutting, hemp must be retted, a process that separates the
bast from the hurd by breaking down the chemical bonds that bind the outer stalk to the core.
Water, heat and natural decomposition facilitate this breakdown. Field retting is the most
common and least expensive method. In field retting. Stalks are left in the field for up to 5
weeks, wetted by dew, rain, and/or irrigation. During the retting process, stalks are monitored
and turned for uniform retting. Stalks can also be baled, removed from field, and water retted
by submerging in water for 7 — 10 days. Although this process is more labor intensive and
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expensive, it produces more uniform retting and higher quality fibers. Alternatively, hemp can
be “green retted” using mechanical decorticators. Companies in both Canada and Colorado
have developed “portable” hemp decorticating systems for processing hemp on site, separating
the bast from the hurd in a single pass. On-site decortication, although not broadly utilized,
reduces costs of transporting the bulky whole-plant material from the field to processing plants.
Yield: Hemp production for fiber yields 1.0 — 5.5 tons dry matter/ac. With 2017 prices at about
$160/ton, gross revenues for fiber production could range as high as $700/ac.

Markets: For hemp to become a viable commaodity in Mississippi, markets and supply chains
(including processors) must be established. In other regions where hemp has become
established, it is often grown under forward contracts which specify the acreage, variety, and
price. Currently, no such markets and supply chains exist in Mississippi. However, once the
Kentucky pilot program was established, processing plants and markets quickly emerged, with
more than 70 licensed processers now in the state. As an example, Ecofibre, Inc. is an
Australian-based company with operations in KY; doing business both in high quality CBD oil
and hemp fiber/seed products. Kengro is a Charleston, MS based company with extensive
experience in growing and processing kenaf for a variety of fiber products. Kengro has been
importing industrial hemp from KY to process into fiber for animal bedding products for
Ecofibre.

Seed Production (Food and Feed)

Like many other small grains, hemp can be grown as a seed crop. Hemp seeds are high in oil
and protein. They can be pressed for oil used in food and body products, roasted and
consumed whole, ground as flour, or pressed into cakes. Hemp imports to the United States in
2017—consisting of hemp seeds and fibers used as inputs for use in further manufacturing—
totaled $67.3 million. In 2017, nearly two-thirds (64%) of the value of all U.S. hemp imports
were of hemp seeds, which were used mostly as inputs and ingredients for hemp-based
products. Other ingredient imports—hemp oil, seed cake, and solids—accounted for another
28% of the value of total imports. Hemp seed is produced on only the female plants, meaning a
little more than half the plants in a field don’t produce seed. Generally, hemp seed is not
regarded as a superior grain. It does have a relatively high omega 3 fatty acid level, but
scientific reports spend the most time on the anti-quality agents of hemp seed. These include
phytic acid (impedes mineral absorption), condensed tannins (negatively affects flavor),
cyanogenic glycosides (minor amounts limit toxic effects), trypsin inhibitors (limit protein
absorption) and saponins (a frothy component that may limit nutrient absorption). Of these
compounds, phytic acid reduction by breeding is listed as the priority by multiple scientists.

Varietal Selection: Similar to varietal selection for fiber, hemp breeding programs have
produced varieties with high yield and desirable seed and cereal chemistry characteristics. One
unique consideration for raising hemp for seed production is that hemp is a dioecious plant,
meaning that individual plants are either male or female, and although male plants are
essential for pollination and fertilization, only female plants produce seeds. Males plants
senesce after pollination. So, in addition to yield and other characteristics, varieties differ in
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relation to the ratio of male:female seeds produced. One Canadian study reported about 15%
male plants in a seed production field. As previously noted, dual-purpose cultivars are suitable
for both fiber and seed uses; however, the current industry trend is toward selecting optimal
varieties for one use or the other. Also as noted, there is considerable need for regional-
specific variety testing programs that evaluate seed yield and cereal chemistry.

Site Selection: Similar to fiber production, hemp for seed production will perform best on
fertile, well drained soils with neutral or slightly lower Ph.

Planting: Hemp seed can be planted with either conventional tillage or no-till using standard
grain drills or planters. Best stand establishment occurs when planted shallowly (0.25 - 1"),
into warm soil (48 —50° F) in a firm seed bed with good seed soil contact. Hemp produced for
seed is planted from certified seed at rates 50 — 100% that of fiber production. Varieties
selected for seed production are typically shorter statured plants (6 — 9 ft). Higher plant
populations also close canopy earlier and suppress weed competition.

Weed Control: The same issues related to weed control and lack of labeled products applies to
seed hemp as fiber hemp.

Insect Management: The same issues related to insect management and lack of labeled
products applies to seed hemp as fiber hemp.

Nutrient Management: The same issues related to nutrient management applies to seed hemp
as fiber hemp.

Harvesting: Seed harvesting and handling for hemp is similar to other small grains, with a few
exceptions. Asynchronous maturation creates challenges for optimal harvest timing. Hemp
seeds should be combined when about 70% of the seed is ripe. Combining grain past the
optimal time generally results in lower quality seed and losses due to shattering. Grain should
be dried to below 12% moisture for storage and at 8 to 10% for long-term storage.
Conventional grain harvesting combines can be used to harvest hemp seed, however, the
fibrous nature of hemp makes it tough on equipment and creates fire hazards from trash
buildup. Hemp producers in Canada have found that Draper headers perform better than
auger style headers and through experience have developed a myriad of brand-specific
modifications to reduce harvest complications.

Seed/grain harvest is dependent on varietal selection (again, we have no varieties adapted to
our southern latitude). Equipment to harvest seed straightforward. Settings for sorghum work
well for hemp. However, this requires a short crop being grown for seed/grain. A crop grown
for fiber is generally tall. Combining a fiber crop for seed takes in significant amounts of fiber,
increasing the likelihood of wrapping or blockage in the combine. Planting date to maximize
grain production has not been determined for Mississippi and is a function of variety as well as
weather conditions.
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Yield: Seed yield averages 800 — 1000 Ibs./ac, but can be as high as 1600 Ibs./ac. Commodity
prices vary with market conditions, but in 2017 were on the order of $0.65 — $0.75/Ib., yielding
as high as $1200/ac gross revenues.

Markets: For hemp to become a viable commodity in Mississippi, markets and supply chains
(including delivery/buying points) must be established.

Cannabinoid Oil Extract Production

Hemp production systems for cannabinoids, such as CBD, are very different from those for fiber
or seed production. Additionally, the economics of production, processing, and marketing are
less well worked out. For oil production, only the flower and floral parts are harvested for
extraction of cannabinoids. A vast array of cannabinoids is produced throughout the
aboveground portions of the hemp plant. These compounds are most concentrated in and
around the trichomes (little hairs) of the female flowers. Minimal cannabinoids are found in
the seed. Maximizing production of these chemicals for extraction is achieved by clonally
propagation of only female plants often followed by small field (~0.25 acre) plantings. With
pollen (male plants) excluded from the field female flower buds are produced “sin semilla”
(without seed). These female plants are selected through breeding for high CBD but must have
low A-8- and A-9-tetrahydrocannabinol (THC; the psychoactive agent limited to 0.3% in hemp).
Because seed is not produced, a propagation mother plant must be maintained. Production of
hemp oil or food additives could fit in a small farmer production system, but extraction and/or
processing facilities would be an essential component of the value-chain. Value added product
development and processing could be another area of emphasis for economic development.

Varietal Selection: Similar to varietal selection for other hemp products, hemp breeding
programs, (particularly in California and Colorado), have produced varieties with specific
chemistry profiles. Since hemp is a dioecious plant, only the females produce the most
desirable floral parts.

Hemp is a diploid (having chromosomes in pairs) with nine pairs of autosomes and one pair of
sex chromosomes (X and Y). Because the crop is diploid, breeding and selection efforts are
relatively easy. Its dioecious nature (sexes on different plants) makes breeding a little more
difficult, but this nature insures large amounts of genetic variation will be present in all
populations. Required testing to keep THC levels below 0.3% will make fiber crop breeding
costly, as all new germplasm would need to be tested and screened for this compound.
Breeding for CBD germplasm will need require testing for both chemicals. The development of
high CBD lines tends to be accompanied by higher levels of THC as both chemicals come from
the same precursor.

Site Selection: Similar to fiber production, hemp for oil production will perform best on fertile,
well drained soils with neutral or slightly lower Ph.
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Planting: Hemp varieties for oil production are structural very different from those for fiber and
seed, with much shorter, bushier stature. Fields are planted with seedlings produced from seed
in greenhouse or from tissue culture. Field planting of seedlings is accomplished with a
seedling planter similar to those used for tobacco planting. Seedlings are planted at a much
lower plant population, typically on a 3-4’ spacing in 3-5’ wide rows.

Weed Control: The same issues related to weed control and lack of labeled products applies to
oil hemp as to seed and fiber hemp. For oil production, seedlings are often planted into
horticultural plastic sheeting for weed control.

Insect Management: The same issues related to insect management and lack of labeled
products applies to oil hemp as to seed and fiber hemp.

Nutrient Management: The same issues related to nutrient management applies to oil hemp as
to seed and fiber hemp

Harvesting: Harvesting is highly labor intensive, in part given possible degradation of plant
material related to efforts to preserve the chemical properties of the plant’s flowering heads.
After harvest, whole plants are dried down to 10% moisture. In Kentucky, idled tobacco barns
are commonly used to hang plants during the drying process.

Yield: Although yield varies substantially, one plant yields about 1 |b. of dry matter

Post-Harvest Processing: Requires extraction using a variety of methods, including lipid or
alcohol/ethanol infusions, CO2 extraction, or extraction using other types of chemical solvents
(hexane, butane), as well as solvent-free extractions; extraction may or may not involve heat
decarboxylation. Extraction and processing facilities are sophisticated and expensive to stand
up. However, since 2015, more than 70 processers have been licensed in Kentucky.

Markets: For hemp to become a viable commaodity in Mississippi, markets and supply chains
(including cannabinoid processing and extraction facilities) must be established.

Cross-Cutting Challenges and Needs

Although most observers acknowledge the potential profitability of industrial hemp, there are
potential obstacles to its development. Current challenges facing the industry include the need
to establish agricultural supply chains, breed varieties with desired and known attributes,
upgrade harvesting equipment, modernize processing and manufacturing, and identify new
market opportunities. Although economic studies differ in their forecasts, it is possible that
hemp may be slightly more profitable than traditional row crops, but likely less profitable than
other specialty crops. Uncertainty about long-run demand for hemp products and the potential
for oversupply are among possible downsides of potential future hemp production.
Additionally, many estimates of projected profitability do not consider the additional costs of
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growing hemp in a regulated market (i.e. costs associated with licensing, monitoring, and
verification of commercial hemp.)

Policy Issues

A number of regulatory challenges exist, and governing policies are still evolving. These include:
permitting management, crop certification, tracking, law enforcement, crop insurance, state
seed laws, FDA approval and labeling issues.

Recent developments in several of these areas include:

e Seed importation — In April 2019, USDA announced that Hemp seeds can be imported
into the United States from Canada if accompanied by either: 1) a phytosanitary
certification from Canada’s national plant protection organization to verify the origin of
the seed and confirm that no plant pests are detected; or 2) a Federal Seed Analysis
Certificate (SAC, PPQ Form 925) for hemp seeds grown in Canada. Hemp seeds may be
imported into the United States from countries other than Canada if accompanied by a
phytosanitary certificate from the exporting country’s national plant protection
organization to verify the origin of the seed and confirm that no plant pests are
detected. Hemp seed shipments may be inspected upon arrival at the first port of entry
by Customs and Border Protection (CBP) to ensure USDA regulations are met, including
certification and freedom from plant pests.

e Varietal development —in April 2019, the USDA announced that the Plant Variety
Protection Office (PVPO) will start accepting applications of seed-propagated hemp for
plant variety protection. Availability of PVP protection will open the door for
accelerated development and commercialization of new and improved varieties.

e In August 2019, USDA announced that certain industrial hemp growers will be able to
obtain insurance coverage under the Whole-Farm Revenue Protection (WFRP) program
for crop year 2020. USDA’s Risk Management Agency (RMA) announced coverage for
hemp grown for fiber, flower or seeds, which will be available to producers who are in
areas covered by USDA-approved hemp plans or who are part of approved state or
university research pilot programs. Producers can obtain WFRP coverage for hemp now
if they are part of a Section 7606 state or university research pilot as authorized by the
2014 Farm Bill. Other producers cannot obtain coverage until a USDA-approved plan is in
place. WFRP provisions state that hemp having THC above the compliance level will not
constitute an insurable cause of loss. Additionally, hemp will not qualify for replant
payments under WFRP.

e EPA has acknowledged the need for approved pesticides for crop protection in hemp.
o EPA can authorize pesticides for use on Hemp under FIFRA
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o Where Hemp is animal or human food EPA will set tolerance levels for
contaminants
o EPA will provide coordination on pesticide testing, approval, regulatory authority
and guidance
o FIFRA requires pesticide approval and labeling for use on crops sold in US
o EPA has received 10 requests for inclusion of Hemp on labeling of existing
pesticides
o Biological and microbial pesticides exempt from regulatory requirements
o USDA-NIFA Multistate Project IR4 — minor use pesticide labeling, is currently
working on developing a proposal defining technical details of pesticide testing
trials for hemp
e USDA-ARS has authorized New York lab to engage with Cornell University and is
assembling data from a multitude of states that participated in 2014 research
opportunities.

Research Needs

Like other agricultural commodities, science-based information on hemp agronomy produced
by federal, land grant university, and industry scientists will be needed to inform the practices
that improve the productivity, profitability, and sustainability of Mississippi growers in this
market.

Critical immediate research topics include:

e Development of systematic, regionally replicated variety testing programs to
document varietal and geographic variation in yield, quality, fiber/seed/oil
characteristics, and disease resistance.

e Development of seed certification protocols for certified seed production in
compliance with Mississippi seed law.

e Testing and development of crop protection products to control weed competition,
disease, and insect damage.

e Development of nutrient management guidelines suitable for Mississippi soils.

e Development of new and improved varieties with superior yield, disease resistance,
and fiber/cereal chemistry, and cannabinoid profiles.

e Development of improved harvesting and post-harvest management practices and
equipment.

e Development of realistic crop production budgets based on Mississippi production
costs, yields and market access.

o The effects of environmental stress on THC levels are poorly understood but must be
addressed to mitigate producer risk of exceeding regulatory thresholds leading to crop
destruction.

e Product development for hemp fiber, seed, and oil extracts.
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e Regionally-specific crop production budgets and projected revenue estimates that fully
account for risk (environmental, regulatory, market, etc.) must be developed to inform
producer decision making.

Primary responsibilities to address these research needs will fall to the Agricultural Experiment
Stations at Mississippi State University and Alcorn State University. Technology transfer will be
accomplished through the respective Cooperative Extension Services at MSU and Alcorn. If
these research and technology transfer needs are to be addressed without diminishing
resources to other established commodities and crops, additional resources will be essential to
build the required capacity.

LAW ENFORCEMENT COMMITTEE REPORT

The potential legalization of industrial hemp cultivation in Mississippi presents an array of
concerns for state and local law enforcement and leaves many significant questions
unanswered. Why does Mississippi want to grow industrial hemp as a crop? If the reasons are
economic growth and a revenue generating enterprise, a cost/benefit analysis should be
completed. This endeavor is costly for Mississippi citizens, both from a fiscal perspective as
well as a public safety perspective.

By federal definition, hemp is any part of the cannabis sativa plant with a THC
(tetrahydrocannabinol) concentration of not more than three-tenths of one percent (0.3%) on a
dry weight basis. Because the only distinction is the THC level, a hemp plant is not
distinguishable from a marijuana plant through sight or smell. Even field tests utilized by law
enforcement only discern the presence of THC, but no quantification. Therefore, the predicate
question moving forward for law enforcement, as well as any licensing/regulatory entity, is how
to quantify THC levels. This is the singular greatest challenge the law enforcement and
prosecutorial community will face in keeping this drug from becoming impossible to thwart.

The Mississippi Crime Laboratory (MCL) is the sole entity with the ability to perform the
chemical testing necessary to discern marijuana from hemp. Due to existing underfunding and
critical staffing needs, the MCL experiences a backlog of approximately 400 exhibits per month.
Almost 8,000 exhibits are more than 30 days old currently. The annual estimated costs to
perform the requisite analysis of THC exhibits, should hemp cultivation be legalized, is
approximately $500,000.00. This is the estimated expense for a test to only discern hemp from
marijuana. Please note, the MCL's current operating budget is approximately the same budget
as appropriated in 2005. Retention of technicians and lab employees is less than optimal as
surrounding states are paying 10-15 thousand dollars more annually and MDPS is not
authorized to offer any incentive such as loan forgiveness. As a matter of protocol, the MCL
prioritizes drug analyses to heroin, methamphetamine, and cocaine for obvious reasons. For
these reasons, the necessary testing would most likely be out-sourced to third parties adding
additional expenses for tax payers to bear. Additionally, K-9 narcotic detector dogs are trained
only to alert the presence of THC rendering them incapable of determining the difference
between industrial hemp and marijuana. The practical effect of legalizing hemp inevitably leads
to the inability of law enforcement to effectuate arrests and prosecutors to prosecute
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marijuana cases. Consequently, prosecutors in areas of Florida, Georgia, Ohio and Texas have
refused to prosecute simple possession of marijuana cases.

Beyond the expenses necessary for additional equipment, resources, and personnel for law
enforcement to enforce laws regarding hemp cultivation and marijuana, is the property and
transportation abuse by both lawful hemp cultivators as well as illegal marijuana traffickers by
taking advantage of the similarities between marijuana and hemp. Mississippi law enforcement
entities are not prepared to combat these abuses as it cannot even discern the difference
between the two without laboratory analysis. The Mississippi Department of Public Safety is
aware of several criminal incidents in Kentucky from 2017 alone: 1) an unlicensed marijuana
grower growing crops in close proximity to a legitimate hemp crop; 2) a hemp cultivator
licensed to grow hemp indoors was caught with an outdoor illegal marijuana crop; 3) same
facts as scenario two, but the hemp cultivator denied knowledge of marijuana plants growing
outside the hemp green houses on his property (a criminal case could not be proven); and 4) a
criminal case was dismissed in which the State of Kentucky could not prove the THC levels in an
edible to discern if the product was a hemp edible or marijuana edible. These issues are
resonating throughout the country in states that have statutes criminalizing marijuana. These
issues are now at Mississippi's doorstep. Mississippi law enforcement entities are not equipped
to face the litany of challenges that stem from hemp crops. The overarching concern from a
law enforcement perspective is that legitimate criminal marijuana cases will not be prosecuted
if hemp is legalized in Mississippi.

The following questions should be considered regarding the legalization of hemp:

1. Will Mississippi submit a state hemp plan to the USDA? Will law enforcement's role be
contemplated?

2. Does Mississippi intend to participate in an industrial hemp pilot program to gauge the
impact on law enforcement, prosecutorial entities, existing law, the need for new
criminal statutes, etc.?

3. Does Mississippi intend to remove hemp from the Controlled Substances Act?

4. How are law enforcement officials and prosecutors supposed to investigate and charge
violations by a licensed hemp cultivator? What is negligent versus criminal behavior? 7
U.S.C.A. s. 1639p(e) requires a corrective action plan for a licensed hemp grower
growing a crop with over .3% THC, rather than take criminal action. How is law
enforcement to reconcile criminal versus negligent behavior?

5. Will being a legal hemp producer be an absolute defense to any illegal cultivation (i.e.
producing and distributing a plant with over .3% THC)?

6. Will there be a procedure for sampling/testing to determine whether or not crops
grown under the auspices of industrial hemp are compliant with federal and state law?
What will the procedure be? Will crops be tested prior to harvest and/or post- harvest?
What test will be used?

7. How will law enforcement be able to distinguish products made from lawful hemp crops
versus illegal hemp crops or marijuana?
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REGULATIONS & MONITORING COMMITTEE REPORT

The Regulations and Monitoring Committee researched potential legislation and regulatory
framework required to regulate hemp cultivation and hemp products. If hemp cultivation is to
be legalized in Mississippi, consideration must be given to the scope of the regulations needed
to comply with the 2018 Farm Bill and 7 CFR Part 990: Establishment of a Domestic Hemp
Production Program, state agencies affected, and resources needed to effectively implement
hemp regulations in the state. There are public health and safety concerns and consequences
beyond the cultivation and growing of a hemp crop which mainly corresponds to the
production and consumption of phytocannabinoid products. Therefore, this committee
evaluated the requirements needed to regulate hemp and hemp products. Now that USDA
released its hemp interim final rule, states are still awaiting regulatory guidance from the FDA
regarding CBD products. In the absence of federal guidance, it falls to each state to decide how
and what to regulate with regards to CBD.

As this country pivots from hemp production under state pilot/research programs (2014 Farm
Bill), to commercialization (2018 Farm Bill), most of the attention has been devoted to the
hemp derived product CBD. Estimates suggest that 85-90% of hemp production is intended for
CBD production. There most likely will be additional phytocannabinoids such as cannabinol
(CBN) that will enter the market. Therefore, the production of hemp and the regulation of
phytocannabinoids (CBD, CBN, etc.) must involve multiple state agencies and significant costs to
taxpayers in order to protect growers, businesses, and consumers in this state. State agencies
that potentially will be needed for a regulatory framework include Mississippi Department of
Agriculture & Commerce, Mississippi Department of Health, Mississippi Department of Public
Safety, Mississippi Bureau of Narcotics, Mississippi Board of Animal Health, Mississippi
Department of Transportation, Mississippi Attorney General, Mississippi Department of
Banking and Consumer Finance, Mississippi Board of Pharmacy, Mississippi State Chemical
Laboratory, Mississippi State University, Alcorn State University, and all branches of local and
state law enforcement.

This committee studied legislation and regulations from other state and communicated with
numerous hemp regulators. The knowledge obtained emphasized the enormity and complexity
of hemp regulation. Absent specific guidance from the USDA or FDA, each state continues to act
independently resulting in a national patchwork of legislation and regulation that is, at best,
confusing to most who attempt to understand how to comply with the laws of each state.
Complying with the requirements of the 2018 Farm Bill and preparing the mandatory State Plan
is just the beginning for Mississippi if hemp cultivation is to be legalized. Regulation will require
a cooperative effort between Mississippi Department of Agriculture & Commerce, Mississippi
Bureau of Narcotics, Mississippi Department of Transportation, Mississippi State Chemical
Laboratory, Mississippi Forensics Laboratory, and all of Mississippi law enforcement entities.
Resourcing of these agencies will need careful planning as current staffing levels and budgets
are not adequate to support the additional work load required to regulate hemp. The 2018
Farm Bill requires a state that submits a State Plan to the USDA for approval must certify that
the regulatory agency or agencies have the resources and personnel to carry out the state
hemp plan. As reported in other states, an even greater number of state agencies are required
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in the regulation of the hemp industry as a whole. Legislative and regulatory planning must
incorporate increased resources for state agencies. Examples of Mississippi agencies that
would be involved in hemp regulation include but are not limited to:

e Mississippi Department of Agriculture and Commerce: hemp application and licensing;
field ID process

e Mississippi Department of Health: cannabidiol products safety and regulation

e Mississippi Department of Public Safety: hemp processor regulation and inspection

e Mississippi Bureau of Narcotics: grower and processor criminal background checks; crop
and THC disposal and prosecution; controlled substance regulation

e Mississippi Board of Animal Health: animal feed and product safety and regulation

e Mississippi Department of Transportation: intrastate and interstate transportation
issues

e Mississippi Attorney General: legal guidance, interpretations, and prosecutions

e State of Mississippi Chemical Laboratory: hemp testing and re-testing

e Local and State Law Enforcement: roadside tests to determine hemp or marijuana

e Mississippi Department of Banking and Consumer Finance: banking services

e Alcorn State University Extension: agronomic recommendations

e MSU Extension Service: agronomic recommendations

e Mississippi Board of Pharmacy: pharmacological guidance

e Mississippi Forensics Laboratory: forensic testing of hemp and cannabidiol for law
enforcement support

Careful consideration must be given to the staffing and budget needs required for each of these
agencies and to allow for the interface of these agencies to successfully regulate the crop and
finished products. Other hemp related issues that would need to be addressed include banking
and insurance services, both of which affect all aspects of hemp and hemp product production.

The committee has studied other states and has considered what should be included in
effective hemp legislation if introduced by the Legislature. The Hemp Cultivation Task Force
will be prepared to provide draft legislation to the Legislature if needed. Legislation must
provide the framework needed for the development of regulations. Regulating the many
aspects of hemp may prove to be more challenging and costly to the taxpayers of Mississippi.
With resources of many state agencies already stressed, decision makers must have a plan to
build and support the infrastructure needed to ensure public safety related to hemp cultivation
and hemp products.

The committee researched hemp cultivation in states surrounding Mississippi. Two of the
states have some form of legal marijuana, Arkansas and Louisiana. Louisiana did not have a
hemp program in 2019 but passed legislation to allow production in 2020. Louisiana has
legalized CBD products, with oversight from its Department of Health. Sale of CBD products are
through an application process with a retail permit required through the State Office of Alcohol
and Tobacco Control. Tennessee licensed more than 2,900 growers in 2019. Hemp-derived
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CBD oil is legal in Tennessee and most of the literature indicates that regulatory quality control
is limited. Alabama allowed cultivation of hemp in 2019 as a pilot program under authority of
the 2014 Farm Bill. Pharmacies in Alabama can sell hemp derived CBD products that contain
less than .3% THC; however, regulatory quality control is limited overall. Arkansas licensed 80
hemp growers and approximately 2,000 acres in 2019 under its research program. Arkansas
legalized CBD in March 2019.

Kentucky has the most experience with hemp in the Southeast as the Kentucky Department of
Agriculture is in the sixth year of licensing hemp production under the 2014 Farm Bill, allowing
hemp to be grown under a research program. With approximately 42,000 acres in 2019,
Kentucky will be one of the top hemp producing states this year. CBD products are sold in
Kentucky but are not regulated by the Kentucky Department of Agriculture.

If hemp is to be legalized in Mississippi, the following must occur:
e Adoption of legislation that legalizes the cultivation of hemp and amends the Controlled
Substances Act.
e Legislative authority given to the Department of Agriculture and Commerce to develop a
state hemp plan.
e The following changes/issues should be considered regarding existing and new criminal
statutes:

o Amend Section 41-29-105(r), the definition of “marihuana”, to exclude from the
meaning of marijuana, hemp and hemp derived products that are cultivated
and/or processed under a state plan.

o Amend Section 41-29-113 to ensure that hemp and hemp derived products that
are cultivated and process under a state plan are not included as a Schedule |
controlled substance. Specifically, subsection (d)(23) regarding marijuana and
subsection (d)(31) should be amended in such a manner that hemp or hemp
products are not retained as controlled substances. Additionally, these sections
will need to be amended to clarify the legal status of CBD and other
photocannabinoids. Section 41-29-136, Harper Grace’s Law will require
amendment due to a reference to subsection (d)(31).

o Add new penal statutes to apply to cultivating, processing or transporting of
hemp. If hemp is defined in such a manner that the definition of hemp limits its
application to just licensed growers, processers, etc., then such penal statutes
would need only apply to activities by licensed entities. Activities involving
cannabis in general by unlicensed persons could remain within the purview of
the current marijuana laws. Penal statutes for both criminal and civil penalties
should be considered.

o Criminal statutes may also be needed if statutory restrictions are placed on
photocannabinoids regarding human ingestion, inhalation and the like.

e Certification that the regulatory agency or agencies have the resources and personnel to
carry out the state hemp plan.
e A state agency or agencies must develop regulations to address the following:
o Hemp grower permits
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o Market protection for growers (i.e., bond requirements for buyers, processors,

etc.)

Field location and ID

Crop testing

Hemp processer permits

Photocannabinoid products (quality control, guaranteed analysis, etc.)

Transportation of hemp and hemp products

Violations of the state hemp plan

Crop destruction as needed

Other regulations as needed as described in 7 CFR Part 990: Establishment of a

Domestic Hemp Production Program

e Budgetary and staffing resources must be provided by the Legislature to the agency or
agencies that will be responsible for regulating all aspects of hemp cultivation and
finished products.

O O O O O O O O

CONCLUSION

The creation of a hemp cultivation program in Mississippi presents potential opportunities for a
new alternative crop for farmers but probably will not represent a large boon for most growers
in comparison to yields and revenue of other crops. It will be important to manage economic
expectations on the part of farmers aspiring to grow hemp since market stability is not yet
known. The Task Force is attaching as Appendix C a few recent articles of interest as regarding
market issues producers in other states have faced. These reports may indicate a possible
oversupply of hemp production nationally, and limited markets for existing hemp crop. As
hemp acres continue to increase nationally, necessary statutes, regulations, and infrastructure
must be in place to support the industry, and these remain in the development phase.

To date, Mississippi has taken a conservative approach regarding hemp cultivation. In the long
run, we believe this will benefit farmers and residents of the State, particularly since Mississippi
policymakers now have the benefit of other states’ experiences, along with the just recently-
issued USDA federal rules. Mississippi decision makers should carefully monitor approaches
taken by other states and the results, including both positive and unintended results. This isin
the best interest of the state due to the regulatory and economic uncertainty of the hemp
industry.

Should the Mississippi Legislature elect to approve hemp cultivation in our State, developing a
federally-approved State cultivation plan will result in costs among a host of agencies, as well as
manpower requirements to implement the State plan. Staffing and budgetary needs will
necessarily be determined and appropriated by the Mississippi Legislature for regulatory,
monitoring, testing, research and law enforcement needs.

In closing, the Task Force recommends that the Mississippi Legislature consider the variety of
issues set forth in this report in developing potential legislation representing policies of the
State of Mississippi. While delivery of this final report is being made to the Mississippi
Legislature on December 3, 2019, the Task Force and its members stand ready to assist the
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Mississippi Legislature in crafting a bill to implement whatever policy decisions the Legislature
deems appropriate and to provide for the enforcement of these policies by the necessary
agencies.
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APPENDIX A: INTERIM FINAL RULE
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DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 990

[Doc. No. AMS-SC-19-0042; SC19-990-2
IR]

Establishment of a Domestic Hemp
Production Program

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule establishes a new
part specifying the rules and regulations
to produce hemp. This action is
mandated by the Agriculture
Improvement Act of 2018, which
amended the Agricultural Marketing Act
of 1946. This rule outlines provisions
for the Department of Agriculture
(USDA) to approve plans submitted by
States and Indian Tribes for the
domestic production of hemp. It also
establishes a Federal plan for producers
in States or territories of Indian Tribes
that do not have their own USDA-
approved plan. The program includes
provisions for maintaining information
on the land where hemp is produced,
testing the levels of delta-9
tetrahydrocannabinol, disposing of
plants not meeting necessary
requirements, licensing requirements,
and ensuring compliance with the
requirements of the new part.

DATES:

Effective date: This rule is effective
October 31, 2019 through November 1,
2021.

Comment due dates: Comments
received by December 30, 2019 will be
considered prior to issuance of a final
rule. Pursuant to the Paperwork
Reduction Act (PRA), comments on the
information collection burden must be
received by December 30, 2019.
ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule and the proposed
information collection. Comments
should be submitted via the Federal
eRulemaking portal at
www.regulations.gov. Comments may
also be filed with Docket Clerk,
Marketing Order and Agreement
Division, Specialty Crops Program,
AMS, USDA, 1400 Independence
Avenue SW, STOP 0237, Washington,
DC 20250-0237; or Fax: (202) 720-8938.
All comments should reference the
document number and the date and
page number of this issue of the Federal
Register and will be made available for
public inspection in the Office of the
Docket Clerk during regular business

hours or can be viewed at:
www.regulations.gov. All comments
submitted in response to this rule will
be included in the record and will be
made available to the public.

FOR FURTHER INFORMATION CONTACT: Bill
Richmond, Chief, U.S. Domestic Hemp
Production Program, Specialty Crops
Program, AMS, USDA; 1400
Independence Avenue SW, Stop 0237,
Washington, DC 20250-0237;
Telephone: (202) 720-2491, Fax: (202)
720-8938, or Email:
William.Richmond@usda.gov or Patty
Bennett, Director, Marketing Order and
Agreement Division, Specialty Crops
Program, AMS, USDA at the same
address and phone number above or
Email: Patty.Bennett@usda.gov.

Small businesses may request
information on complying with this
regulation by contacting Richard Lower,
Marketing Order and Agreement
Division, Specialty Crops Program,
AMS, USDA, 1400 Independence
Avenue SW, STOP 0237, Washington,
DC 20250-0237; Telephone: (202) 720—
2491, Fax: (202) 720-8938, or Email:
Richard.Lower@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Section 10113 of Public
Law 115-334, the Agriculture
Improvement Act of 2018 (2018 Farm
Bill). Section 10113 amended the
Agricultural Marketing Act of 1946
(AMA) by adding Subtitle G (sections
297 A through 297D of the AMA).
Section 297B of the AMA requires the
Secretary of Agriculture (Secretary) to
evaluate and approve or disapprove
State or Tribal plans regulating the
production of hemp. Section 297C of the
AMA requires the Secretary to establish
a Federal plan for producers in States
and territories of Indian Tribes not
covered by plans approved under
section 297B. Lastly, section 297D of the
AMA requires the Secretary to
promulgate regulations and guidelines
relating to the production of hemp,
including sections 297B and 297C, in
consultation with the U.S. Attorney
General. USDA is committed to issuing
the final rule expeditiously after
reviewing public comments and
obtaining additional information during
the initial implementation. This interim
final rule will be effective for two years
and then be replaced with a final rule.

L. Introduction

Hemp is a commodity that can be
used for numerous industrial and
horticultural purposes including fabric,
paper, construction materials, food
products, cosmetics, production of
cannabinoids (such as cannabidiol or
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CBD), and other products.? While hemp
was produced previously in the U.S. for
hundreds of years, its usage diminished
in favor of alternatives. Hemp fiber, for
instance, which had been used to make
rope and clothing, was replaced by less
expensive jute and abaca imported from
Asia. Ropes made from these materials
were lighter and more buoyant, and
more resistant to salt water than hemp
rope, which required tarring.
Improvements in technology further
contributed to the decline in hemp
usage. The cotton gin, for example,
eased the harvesting of cotton, which
replaced hemp in the manufacture of
textiles.

Hemp production in the U.S. has seen
a resurgence in the last five years;
however, it remains unclear whether
consumer demand will meet the supply.
High prices for hemp, driven primarily
by demand for use in producing CBD,
relative to other crops, have driven
increases in planting. Producer interest
in hemp production is largely driven by
the potential for high returns from sales
of hemp flowers to be processed into
CBD oil.

USDA regulates the importation of all
seeds for planting to ensure safe
agricultural trade. Hemp seeds can be
imported into the United States from
Canada if accompanied by either: (1) A
phytosanitary certification from
Canada’s national plant protection
organization to verify the origin of the
seed and confirm that no plant pests are
detected; or (2) a Federal Seed Analysis
Certificate (SAC, PPQ Form 925) for
hemp seeds grown in Canada. Hemp
seeds imported into the United States
from countries other than Canada may
be accompanied by a phytosanitary
certificate from the exporting country’s
national plant protection organization to
verify the origin of the seed and confirm
that no plant pests are detected.
Accordingly, since importation of seed
is covered under USDA Animal and
Plant Health Inspection Service (APHIS)
regulations, this rule does not further
address hemp seed imports or exports.
For imports of hemp plant material,

1The 2018 Farm Bill explicitly preserved the
authority of the U.S. Food and Drug Administration
(FDA) to regulate hemp products under the Federal
Food, Drug, and Cosmetic Act (FD&C Act) and
section 351 of the Public Health Service Act (PHS
Act). See section 297D(c)(1) (‘Nothing in this
subchapter shall affect or modify . . . the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.); section 351 of the Public Health Service Act
(42 U.S.C. 262); or the authority of the
Commissioner of Food and Drugs and the Secretary
of Health and Human Services . . .”” under those
Acts). Accordingly, products containing cannabis
and cannabis-derived compounds are subject to the
same authorities and requirements as FDA-
regulated products containing any other substance.
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APHIS will have jurisdiction for any
pest related issues if they arise.

The 2018 Farm Bill allows for the
interstate transportation and shipment
of hemp in the United States. This rule
does not affect the exportation of hemp.
Should there be sufficient interest in
exporting hemp in the future, USDA
will work with industry and other
Federal agencies to help facilitate this
process.

Prior to the 2018 Farm Bill, Cannabis
sativa L. with delta-9
tetrahydrocannabinol (THC) levels
greater than 0.3% fell within the
definition of “marihuana” under the
Controlled Substances Act (CSA), 21
U.8.C. 801 et seq., and was therefore a
Schedule I controlled substance unless
it fell under a narrow range of
exceptions (e.g., the “mature stalks” of
the plant).2 As a result, many aspects of
domestic production of what is now
defined as hemp was limited to persons
registered under the CSA to do so.
Under the Agricultural Act of 2014
(2014 Farm Bill), Public Law 113-79,
State departments of agriculture and
institutions of higher education were
permitted to produce hemp as part of a
pilot program for research purposes.
The authority for hemp production
provided in the 2014 Farm Bill was
extended by the 2018 Farm Bill, which
was signed into law on December 20,
2018.

The 2018 Farm Bill requires USDA to
promulgate regulations and guidelines
to establish and administer a program
for the production of hemp in the
United States. Under this new authority,
a State or Indian Tribe that wants to
have primary regulatory authority over
the production of hemp in that State or
territory of that Indian Tribe may
submit, for the approval of the
Secretary, a plan concerning the
monitoring and regulation of such hemp
production. For States or Indian Tribes
that do not have approved plans, the
Secretary is directed to establish a
Departmental plan to monitor and
regulate hemp production in those
areas.

There are similar requirements that all
hemp producers must meet. These
include: Licensing requirements;
maintaining information on the land on
which hemp is produced; procedures
for testing the THC concentration levels
for hemp; procedures for disposing of
non-compliant plants; compliance
provisions; and procedures for handling
violations.

2 Although the statutory spelling is “marihuana”
in the Controlled Substances Act, this rule uses the
more commonly used spelling of marijuana.

After extensive consultation with the
Attorney General, USDA is issuing this
interim final rule to establish the
domestic hemp production program and
to facilitate the production of hemp, as
set forth in the 2018 Farm Bill. This
interim rule will help expand
production and sales of domestic hemp,
benefiting both U.S. producers and
consumers. With the publication of the
interim rule, USDA will begin to
implement the hemp program including
reviewing State and Tribal plans and
issuing licenses under the USDA hemp
plan. There is also a 60-day comment
period during which interested persons
may submit comments on this interim
rule. The comment period will close on
December 30, 2019. After reviewing and
evaluating the comments, USDA will
draft and publish a final rule within two
years of the date of publication. USDA
will evaluate all information collected
during this period to adjust, if
necessary, this rule before finalizing.

For the purposes of this new part, and
as defined in the 2018 Farm Bill, the
term “hemp”” means the plant species
Cannabis sativa L. and any part of that
plant, including the seeds thereof and
all derivatives, extracts, cannabinoids,
isomers, acids, salts, and salts of
isomers, whether growing or not, with a
delta-9 tetrahydrocannabinol
concentration of not more than 0.3
percent on a dry weight basis. Delta-9
tetrahydrocannabinol, or THC, is the
primary intoxicating component of
cannabis. Cannabis with a THC level
exceeding 0.3 percent is considered
marijuana, which remains classified as
a schedule I controlled substance
regulated by the Drug Enforcement
Administration (DEA) under the CSA.

The term “State” means any of one of
the fifty States of the United States of
America, the District of Columbia, the
Commonwealth of Puerto Rico, and any
other territory or possession of the
United States. The term “Indian Tribe”
or “Tribe” is the same definition as in
section 4 of the Indian Self-
Determination and Education
Assistance Act (25 U.S.C. 5304). The
interim rule also includes the definition
of “territory of an Indian Tribe” to
provide clarity to the term because the
Act does not define it. The definition
adopts the definition “Indian Country”
in 18 U.S.C. 1151 because it is a
commonly acceptable approach to
determine a tribal government’s
jurisdiction. Under an approved Tribal
plan, the Indian Tribe will have
regulatory authority over Indian
Country under its jurisdiction.® A full

3We note thatif an Alaskan Native Corporation
wants to produce hemp on land it owns in fee
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list of terms and definitions relating to
this part can be found under
“Definitions” in section IV.

II. State and Tribal Plans

If a State or Indian Tribes wants to
have primary regulatory authority over
the production of hemp in that State or
territory of that Indian Tribe they may
submit, for the approval of the
Secretary, a plan concerning the
monitoring and regulation of such hemp
production. State or Tribal plans must
be submitted to USDA and approved
prior to their implementation. Nothing
preempts or limits any law of a State or
Tribe that regulates the production of
hemp and is more stringent than the
provisions in the 2018 Farm Bill. State
and Tribal plans developed to regulate
the production of hemp must include
certain requirements when submitted
for USDA approval. These requirements
are outlined in the following sections.

A. Land Used for Production

Plans will need to contain a process
by which relevant information regarding
the land used for hemp production in
their jurisdiction is collected and
maintained. All information on hemp
production sites must be collected for
each producer covered by the State or
Tribal plan. The information required to
be collected includes a legal description
of the land and geospatial location,
which the USDA Farm Service Agency
(FSA) can help provide, for each field,
greenhouse, or other site where hemp is
produced. Geospatial location is
required because many rural locations
do not have specific addresses and these
coordinates will assist with the proper
identification of hemp production
locations. Per statute, States and Tribes
will need to retain these records for
three years.

In addition to the land information
required to be submitted to the
appropriate State or Tribe, licensed
producers must also report their hemp
crop acreage to the FSA. When reporting
to FSA, producers must provide their
State or Tribe-issued license or
authorization number. The requirement
that producers report hemp crop acreage
to FSA establishes an identification
system for hemp production nationwide
and complies with the information
sharing requirements of the 2018 Farm
Bill. A link to FSA information on how
to report hemp crop acreage to FSA is
available at https://www.fsa.usda.gov/
Assets/USDA-FSA-Public/usdafiles/
FactSheets/2019/crop-acreage-

simple, it would need to have a State or USDA
license, whichever is applicable, because that land
does not qualify as Indian Country and it does not
have jurisdiction over that land.
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reporting-19.pdf and will be provided
on the USDA hemp production program
web site. USDA believes that most
producers who will plant hemp already
report land use data to FSA for other
crops and to apply for various FSA
programs, including those for hemp.
FSA offices are located in various
counties within each State and are
designed to be a single location where
customers can access services from
USDA agencies including FSA, AMS,
Natural Resources Conservation Service
(NRCS) and Rural Development (RD).
These offices currently serve the
agricultural industry within their
communities and provide producers
access to an office for establishing farm
and producer records, a place for
producers to record their licensing
information, and a place to report crop
acreage. The producer may, with
supporting documentation, also update
its FSA farm records for leases, sub-
leases, or ownership of land.

Under the hemp pilot program
authorized under the terms of the 2014
Farm Bill, various States developed seed
certification programs to help producers
identify hemp seed that would work
well in their specific geographical areas.
USDA will not include a seed
certification program in this rule
because the same seeds grown in
different geographical locations and
growing conditions can react differently.
For example, the same seed used in one
State to produce hemp plants with THC
concentrations less than 0.3%, can
produce hemp plants with THC
concentrations of more than 0.3% when
planted in a different State. We have
also found that the technology necessary
to determine seed planting results in
different locations is not advanced
enough at this time to make a seed-
certification scheme feasible.
Additionally, we do not have accurate
data at this time on the origin of most
hemp seed planted in the U.S.

B. Sampling and Testing for Delta-9
Tetrahydrocannabinol

State and Tribal plans must
incorporate procedures for sampling
and testing hemp to ensure the cannabis
grown and harvested does not exceed
the acceptable hemp THC level.
Sampling procedures, among other
requirements, must ensure that a
representative sample of the hemp
production is physically collected and
delivered to a DEA-registered laboratory
for testing. Within 15 days prior to the
anticipated harvest of cannabis plants, a
Federal, State, local, or Tribal law
enforcement agency or other Federal,
State or Tribal designated person shall
collect samples from the flower material

from such cannabis plants for delta-9
tetrahydrocannabinol concentration
level testing. If producers delay harvest
beyond 15 days, the plant will likely
have a higher THC level at harvest than
the sample that is being tested. This
requirement will yield the truest
measurement of the THC level at the
point of harvest. Accepting that a pre-
harvest inspection is best to identify
suspicious plants and activities, and
that the sample should be taken as close
to harvest as possible, the time was
selected based on what would be a
reasonable time for a farmer to harvest
an entire field. This 15-day post-sample
harvest window was also designed to
allow for variables such as rain and
equipment delays. We are requesting
comments and information regarding
the 15-day sampling and harvest
timeline.

Testing procedures must ensure the
testing is completed by a DEA-registered
laboratory using a reliable methodology
for testing the THC level. The THC
concentration of all hemp must meet the
acceptable hemp THC level. Samples
must be tested using post-
decarboxylation or other similarly
reliable analytical methods where the
total THC concentration level reported
accounts for the conversion of delta-9-
tetrahydrocannabinolic acid (THCA)
into THC. Testing methodologies
currently meeting these requirements
include those using gas or liquid
chromatography with detection. The
total THC, derived from the sum of the
THC and THCA content, shall be
determined and reported on a dry
weight basis. In order to provide
flexibility to States and Tribes in
administering their own hemp
production programs, alternative
sampling and testing protocols will be
considered if they are comparable and
similarly reliable to the baseline
mandated by section 297B(a)(2)(ii) of
the AMA and established under the
USDA plan and procedures. USDA
procedures for sampling and testing will
be issued concurrently with this rule
and will be provided on the USDA
website.

Sections 297B(a)(2)(A)(iii) and
297C(a)(2)(C) require that cannabis
plants that have a THC concentration
level of greater than 0.3% on a dry
weight basis be disposed of in
accordance with the applicable State,
Tribal, or USDA plan. Because of this
requirement, producers whose cannabis
crop is not hemp will likely lose most
of the economic value of their
investment. Thus, USDA believes that
there must be a high degree of certainty
that the THC concentration level is
accurately measured and is in fact above
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0.3% on a dry weight basis before
requiring disposal of the crop.

The National Institute of Standards
and Technology (NIST) Reference on
Constants, Units, and Uncertainty states
that “measurement result is complete
only when accompanied by a
quantitative statement of its uncertainty.
The uncertainty is required in order to
decide if the result is adequate for its
intended purpose and to ascertain if it
is consistent with other similar
results.” 4 Simply stated, knowing the
measurement of uncertainty is necessary
to evaluate the accuracy of test results.

This interim rule requires that
laboratories calculate and include the
measurement of uncertainty (MU) when
they report THC test results. Hemp
producers must utilize laboratories that
use appropriate, validated methods and
procedures for all testing activities and
who also evaluate measurement of
uncertainty. Laboratories should meet
the AOAC International 5 standard
method performance requirements for
selecting an appropriate method.

This interim rule defines
“measurement of uncertainty” as “the
parameter, associated with the result of
a measurement, that characterizes the
dispersion of the values that could
reasonably be attributed to the
particular quantity subject to
measurement.”” This definition is based
on the definition of “uncertainty (of
measurement)’’ in section 2.2.3 of the
Joint Committee for Guides in
Metrology & 100:800, Evaluation of
measurement data—Guide to the
expression of uncertainty in
measurement (JCGM Guide). NIST
Technical Note 1297, Guidelines for
Evaluating and Expressing the
Uncertainty of NIST Measurement
Results (TN 1297), is based on the JCGM
Guide. USDA also relied on the
Eurachem/Co-Operation on
International Traceability in Analytical
Chemistry’s “Guide on Use of
Uncertainty Information in Compliance

4 https://physics.nist. gov/cuu/Uncertainty/
Internationall html.

5USDA established the Association of Official
Agricultural Chemists in 1884. In 1965, it changed
its name to the Association of Official Analytical
Chemists and became an independent organization
in 1979. In 1991, it adopted its current, legal name
as AOAC International.

& The Joint Committee for Guides in Metrology is
composed of intermnational organizations working in
the field of metrology. Its membership includes the
Bureau International des Poids et Mesures, the
Organisation Internationale de Métrologie Légale,
the International Organization for Standardization,
the International Electrotechnical Commission, the
International Union of Pure and Applied Chemistry,
the International Union of Pure and Applied
Physics, the International Federation of Clinical
Chemistry and Laboratory Medicine, and the
International Laboratory Accreditation Cooperation.
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Assessment, First Edition 2007”.
Colloquially, the measurement of
uncertainty is similar to a margin of
error. When the measurement of
uncertainty, normally expressed as a
+/— with a number, (e.g., +/— 0.05) is
combined with the reported
measurement, it produces a range and
the actual measurement has a known
probability of falling within that range
(typically 95%).

This interim rule requires that
laboratories report the measurement of
uncertainty as part of any hemp test
results. The rule also includes a
definition of “acceptable hemp THC
level” to account for the uncertainty in
the test results. The reported THC
concentration level of a sample may not
be the actual concentration level in the
sample. The actual THC concentration
level is within the distribution or range
when the reported THC concentration
level is combined with the measurement
of uncertainty.

It bears emphasis that this rule does
not alter Federal law with regard to the
definition of hemp or marihuana. As
stated above, the 2018 Farm Bill defines
hemp as the plant species Cannabis
sativa L. and any part of that plant,
including the seeds thereof and all
derivatives, extracts, cannabinoids,
isomers, acids, salts, and salts of
isomers, whether growing or not, with a
delta-9 THC of not more than 0.3
percent on a dry weight basis. Likewise,
the Federal (CSA) definition of
marihuana continues to include those
parts of the cannabis plant as specified
in 21 U.S.C. 802(16) (and derivatives
thereof) that contain more than 0.3
percent delta-9 THC on a dry weight
basis. The foregoing provisions of
Federal law remain in effect for
purposes of Federal criminal
prosecutions as well as Federal civil and
administrative proceedings arising
under the CSA. However, for purposes
of this rule (i.e., for purposes of
determining the obligations of licensed
hemp growers under the applicable
provisions of the 2018 Farm Bill), the
term ‘‘acceptable hemp THC level” is
used to account for the uncertainty in
the test results.

The definition of “acceptable hemp
THC level” explains how to interpret
test results with the measurement of
uncertainty with an example. The
application of the measurement of
uncertainty to the reported delta-9
tetrahydrocannabinol content
concentration level on a dry weight
basis produces a distribution, or range.
1f 0.3% or less is within the distribution
or range, then the sample will be
considered to be hemp for the purpose
of compliance with the requirements of

State, Tribal, or USDA hemp plans. For
example, if a laboratory reports a result
as 0.35% with a measurement of
uncertainty of +/—0.06, the distribution
or range is 0.29% to 0.41%. Because
0.3% is within that distribution or
range, the sample, and the lot it
represents, is considered hemp for the
purpose of compliance with the
requirements of State, Tribal, or USDA
hemp plans. However, if the
measurement of uncertainty for that
sample was 0.02%, the distribution or
range is 0.33% to 0.37%. Because 0.3%
or less is not within that distribution or
range, the sample is not considered
hemp for the purpose of plan
compliance, and the lot it represents
will be subject to disposal. Thus the
“acceptable hemp THC level” is the
application of the measurement of
uncertainty to the reported delta-9
tetrahydrocannabinol content
concentration level on a dry weight
basis producing a distribution or range
that includes 0.3% or less. As such, the
regulatory definition of “acceptable
hemp THC level” describes how State,
Tribal, and USDA plans must account
for uncertainty in test results in their
treatment of cannabis. Again, this
definition affects neither the statutory
definition of hemp, 7 U.S.C. 16390(1), in
the 2018 Farm Bill nor the definition of
“marihuana,” 21 U.8.C. 802(16), in the
CSA.

The laboratories conducting hemp
testing must be registered by the DEA to
conduct chemical analysis of controlled
substances (in accordance with 21 CFR
1301.13). Registration is necessary
because laboratories could potentially
handle cannabis that tests above the
0.3% concentration of THC on a dry
weight basis, which is, by definition,
marijuana and a Schedule 1 controlled
substance. Instructions for laboratories
to obtain DEA registration, along with a
list of approved laboratories, will be
posted on the USDA Domestic Hemp
Production Program website.

USDA is considering establishing a
fee-for-service hemp laboratory approval
process for labs that wish to offer THC
testing services. USDA approved
laboratories would be approved by the
USDA, AMS, Laboratory Approval
Service, which administers the
Laboratory Approval Program (LAP).
USDA-approved laboratories would
need to comply with the LAP
requirements, as established under
“Laboratory Approval Program—
General Policies & Procedures”
(www.ams.usda.gov/services/lab-
testing/lab-approval), which describes
the general policies and procedures for
a laboratory to apply for and maintain
status in a LAP. Under the LAP, an
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individual program for hemp would be
developed, with a set of documented
requirements to capture specific
regulatory, legal, quality assurance and
quality control, and analytical testing
elements. A requirement for a testing
laboratory to be approved by USDA
would be in addition to the requirement
in the final rule that the laboratory be
registered with DEA.

In addition to requiring ISO 17025
accreditation, which assesses general
competence of testing laboratories, the
LAP would provide a way for USDA to
accredit that laboratories perform to a
standard level of quality. When DEA
registers a lab to handle narcotics, they
do not require the lab to be accredited.
This is an important factor, as the issue
of providing assurance as to proper
testing was raised on numerous
occasions during the USDA outreach
process that was conducted prior to
developing this rule. The LAP would
give USDA the proper oversight of the
laboratories doing the testing, providing
quality assurance and control
procedures that ensure a validated and
qualified analysis, and defensible data.
Should USDA establish a lab approval
process, a list of USDA approved
laboratories that are also registered with
the DEA would be posted on the USDA
Domestic Hemp Production Program
website. Although this proposal is not
reflected in the regulatory text of this
interim final rule, USDA is seeking
comment on it to determine whether to
incorporate it in the subsequent final
rule.

Alternatively, USDA is considering
requiring all laboratories testing hemp
to have ISO 17025 accreditation. We are
requesting comment on this requirement
as well and are interested to learn about
the number of labs that already have
this accreditation, the associated
burden, and the potential benefits of
such a requirement.

C. Disposal of Non-Compliant Plants

State and Tribal plans are also
required to include procedures for
ensuring effective disposal of plants
produced in violation of this part. Ifa
producer has produced cannabis
exceeding the acceptable hemp THC
level, the material must be disposed of
in accordance with the CSA and DEA
regulations because such material
constitutes marijuana, a schedule I
controlled substance under the CSA.
Consequently, the material must be
collected for destruction by a person
authorized under the CSA to handle
marijuana, such as a DEA-registered
reverse distributor, or a duly authorized
Federal, State, or local law enforcement
officer.
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D. Compliance With Enforcement
Procedures Including Annual Inspection
of Hemp Producers

State and Tribal plans must include
compliance procedures to ensure hemp
is being produced in accordance with
the requirements of this part. This
includes requirements to conduct
annual inspections of, at a minimum, a
random sample of hemp producers to
verify hemp is not being produced in
violation of this part. These plans also
must include a procedure for handling
violations. In accordance with the 2018
Farm Bill, States and Tribes with their
own hemp production plans have
certain flexibilities in determining
whether hemp producers have violated
their approved plans. However, there
are certain compliance requirements
that all State and Tribal plans must
contain. This includes procedures to
identify and attempt to correct certain
negligent acts, such as failing to provide
a legal description of the land on which
the hemp is produced, not obtaining a
license or other required authorizations
from the State or tribal government or
producing plants exceeding the
acceptable hemp THC level. States and
Tribes may require additional
information in their plans. In the
context of this part, negligence is
defined as a failure to exercise the level
of care that a reasonably prudent person
would exercise in complying with the
regulations set forth under this part.
This definition employed in this rule is
derived from the definition of
negligence in Black’s Law Dictionary.
See BLACK’S LAW DICTIONARY (10th
ed. 2014) (defining negligence as “[t]he
failure to exercise the standard of care
that a reasonably prudent person would
have exercised in a similar situation”).

This rule specifies that hemp
producers do not commit a negligent
violation if they produce plants that
exceed the acceptable hemp THC level
and use reasonable efforts to grow hemp
and the plant does not have a THC
concentration of more than 0.5 percent
on a dry weight basis. USDA recognizes
that hemp producers may take the
necessary steps and precautions to
produce hemp, such as using certified
seed, using other seed that has reliably
grown compliant plants in other parts of
the country, or engaging in other best
practices, yet still produce plants that
exceed the acceptable hemp THC level.
USDA seeks comments whether there
are other reasonable efforts to be
considered. We believe that a hemp
producer in that scenario has exercised
alevel of care that a reasonably prudent
person would exercise if the plant does
not have a THC concentration of more

than 0.5 percent on a dry weight basis.
USDA arrived at that percentage by
examining the test results of samples
taken from several States that have a
hemp research program under the 2014
Farm Bill and by reviewing results from
plants grown from certified seed as well
as uncertified seed and tested using
different testing protocols. Under this
scenario, although a producer would not
be considered “negligent,” they would
still need to dispose of the plants if the
THC concentration exceeded the
acceptable hemp THC level.

In developing the compliance
requirements of State and Tribal plans,
USDA recognizes that there may be
significant differences across States and
Tribes in how they will administer their
respective hemp programs. Accordingly,
as long as, at a minimum, the
requirements of the 2018 Farm Bill are
met, States and Tribes are free to
determine whether or not a licensee
under their applicable plan has taken
reasonable steps to comply with plan
requirements.

In cases where a State or Tribe
determines a negligent violation has
occurred, a corrective action plan shall
be established. The corrective action
plan must include a reasonable date by
which the producer will correct the
negligent violation. Producers operating
under a corrective action plan must also
periodically report to the State or Tribal
government, as applicable, on their
compliance with the plan for a period
of not less than two calendar years
following the violation. A producer who
negligently violates a State or Tribal
plan three times in a five-year period
will be ineligible to produce hemp for
a period of five years from the date of
the third violation. Negligent violations
are not subject to criminal enforcement
action by local, Tribal, State, or Federal
government authorities.

State and Tribal plans also must
contain provisions relating to producer
violations made with a culpable mental
state greater than negligence, meaning,
acts made intentionally, knowingly, or
with recklessness. This definition is
derived from the definition of
negligence in Black’s Law Dictionary.
See BLACK’S LAW DICTIONARY (10th
ed. 2014) (giving as a definition of
negligence *“[t]he failure to exercise the
standard of care that a reasonably
prudent person would have exercised in
a similar situation”). If it is determined
a violation was committed with a
culpable mental state greater than
negligence, the State department of
agriculture or tribal government, as
applicable, shall immediately report the
producer to the Attorney General,
USDA, and the chief law enforcement
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officer of the State or Tribe. State and
Tribal plans also must prohibit any
person convicted of a felony related to
a controlled substance under State or
Federal law before, on, or after the
enactment of the 2018 Farm Bill from
participating in the State or Tribal plan
and from producing hemp for 10-years
following the date of conviction. An
exception applies to a person who was
lawfully growing hemp under the 2014
Farm Bill before December 20, 2018,
and whose conviction also occurred
before that date.

To meet this requirement, the State or
Indian Tribe will need to review
criminal history reports for each
applicant. When an applicant is a
business entity, the State or Indian Tribe
must review the criminal history report
for each key participant in the business.
The State and Tribe may determine the
appropriate method for obtaining the
criminal history report for their
licensees in their plan. Finally, any
person found by the USDA, State, or
Tribal government to have materially
falsified any information submitted to
this program will be ineligible to
participate.

E. Information Sharing

State and Tribal plans also must
contain procedures for reporting
specific information to USDA. This is
separate from the requirement to report
hemp crop acreage with FSA as
discussed above. The information
required here includes contact
information for each hemp producer
covered under the plan including name,
address, telephone number, and email
address (if available). If the producer is
a business entity, the information must
include the full name of the business,
address of the principal business
location, full name and title of the key
participants, an email address if
available, and EIN number of the
business entity. Producers must report
the legal description and geospatial
location for each hemp production area,
including each field, greenhouse, or
other site, used by them, as stated in
section A of this preamble. The report
also shall include the status of the
license or other required authorization
from the State or Tribal government, as
applicable, for each producer under a
hemp production plan. States and
Tribes will submit this information to
USDA not later than 30 days after the
date it is received using the appropriate
reporting requirements as determined
by USDA. These reporting requirements
are found at § 990.70 in this rule.
Further explanation of the specific
information to be submitted, the
appropriate format, and the specific due



Federal Register/Vol. 84, No. 211/Thursday, October 31, 2019/Rules and Regulations

58527

dates for the information is discussed
below. This information submitted from
each State and Tribal plan, along with
the equivalent information collected
from individuals participating under the
USDA plan, will be assembled and
maintained by USDA and made
available in real time to Federal, State,
and local law enforcement as required
by the 2018 Farm Bill. All information
supporting, verifying, or documenting
the information submitted to USDA
must be maintained by the States and
Tribes for at least three years.

F. Certification of Resources

All State and Tribal plans submitted
for USDA approval must also have a
certification stating the State or Tribe
has the resources and personnel
necessary to carry out the practices and
procedures described in their plan.
Section 297B of the AMA requires this
certification and the information is
important to USDA’s approval of State
and Tribal plans in that all such plans
must be supported by adequate
resources to effectively administer them.

G. Plan Approval, Technical Assistance
and USDA Oversight

During the plan development process,
States and Tribes are encouraged to
contact USDA so we may provide
technical assistance in developing plan
specifics. USDA will not review,
approve or disapprove plans until after
the effective date of this interim rule.
Once USDA formally receives a plan,
USDA will have 60 days to review the
submitted plan. USDA may approve
plans which comply with the 2018 Farm
Bill and with the provisions of this rule.
If a plan does not comply with all
requirements of the Act and this part it
will be rejected. USDA will consult with
the Attorney General throughout this
process.

When plans are rejected, USDA will
provide a letter of notification outlining
the deficiencies identified. The State or
tribal government may then submit an
amended plan for review. If the State or
Tribe disagrees with the determination
made by USDA regarding the plan, a
request for reconsideration can be
submitted to USDA using the appeal
process as outlined in section V. of this
rule. Plans submitted by States and
Tribes must be approved by USDA
before they can be implemented.

USDA will use the information
outlined here and as directed in the
2018 Farm Bill when evaluating State
and Tribal plans for approval. States
and Tribes can submit their plans to
USDA through electronic mail at
farmbill. hemp@usda.gov or by postal
carrier to USDA. The specific address is

provided on the USDA Domestic Hemp
Production Program website.

If the State or Tribal plan application
is complete and meets the criteria of this
part, USDA shall issue an approval
letter. Approved State and Tribal plans,
including their respective rules,
regulations and procedures, shall be
posted on USDA’s hemp program
website.

Once a plan has received approval
from USDA, it will remain in effect
unless revoked by USDA pursuant to
the revocation procedures discussed
below, or unless the State or Tribe
makes substantive revisions to their
plan or their laws that alter the way the
plan meets the requirements of this
regulation. Additionally, changes to the
provisions or procedures under this rule
or to the language in the 2018 Farm Bill
may require plan revision and
resubmission to USDA for approval.
Should States or Tribes have questions
regarding the need to resubmit their
plans, they should contact USDA for
guidance. Statutory amendments could
result in revocation of some or all plans.

A State or tribal government may
submit an amended plan to USDA for
approval if: (1) The Secretary
disapproves a State or Tribal plan; or (2)
The State or Tribe makes substantive
revisions to their plan or to their laws
that alter the way the plan meets the
requirements of this regulation, or as
necessary to bring the plan into
compliance with changes in other
applicable law or regulations.

If the plan, previously approved by
USDA, needs to be amended because of
changes to the State or Tribe’s laws or
regulations, such resubmissions should
be provided to USDA within a calendar
year from when the new State or tribal
law or regulations are effective.
Producers will be held to the
requirements of the previous plan until
such modifications are approved by
USDA. If State or tribal government
regulations in effect under the USDA-
approved plan change but the State or
tribal government does not resubmit a
modified plan within the calendar year
of the effective date of the change,
USDA will issue a notification to the
State or tribal government that approval
of its plan will be revoked. The
revocation will be effective no earlier
than the beginning of the next calendar
year. When USDA sends the notification
to the State or Tribe, it will accept
applications for USDA licenses from
producers in the State or territory of the
Indian Tribe for 90 days after the
notification even if that time period
does not coincide with the annual
period in which USDA normally accepts
applications under § 990.21.
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USDA has the authority to audit
States and Tribes to determine if they
are in compliance with the terms and
conditions of their approved plans. If a
State or Tribe is noncompliant with
their plan, USDA will work with that
State or Tribe to develop a corrective
action plan following the first case of
noncompliance. However, if additional
instances of noncompliance occur,
USDA has the authority to revoke the
approval of the State or Tribal plan for
one year. USDA believes that one year
is sufficient time for a noncompliant
State or Tribe to evaluate problems with
their plan and make the necessary
adjustments. Should USDA determine
the approval of a State or Tribal plan
should be revoked, such a revocation
would begin after the end of the current
calendar year, so producers will have
the opportunity to adjust their
operations as necessary. This one-year
window will allow producers to apply
for a license under the USDA plan so
that their operations do not become
disrupted due to the revocation of the
State or Tribal plan.

For the 2020 planting season, the
2018 Farm Bill provides that States and
institutions of higher education can
continue operating under the authorities
of the 2014 Farm Bill. The 2018 Farm
Bill extension of the 2014 Farm Bill
authority expires 12 months after the
effective date of this rule.

IIL. Department of Agriculture Plan

This rule also establishes a USDA
plan to regulate hemp production by
producers in areas where hemp
production is legal but is not covered by
an approved State or Tribal plan. All
hemp produced outside of States and
Tribes with approved plans must meet
the requirements of the USDA plan. The
requirements of the USDA plan are
similar to those under State and Tribal
plans.

A. USDA Hemp Producer License
1. Application

To produce hemp under the USDA
plan, producers must apply for and be
issued a license from USDA. USDA will
begin accepting applications 30 days
after the effective date of this interim
rule. USDA is delaying acceptance of
applications for 30 days to allow States
and Tribal governments to submit their
plans first. This is to prevent USDA
from reviewing and issuing USDA
licenses to producers when there is a
likelihood that there will soon be a State
or Tribal plan in place and producers
will obtain their licenses from the State
or Tribe.
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While a State or Tribal government
has a draft hemp production plan
pending for USDA approval, USDA will
not issue USDA hemp production
licenses to individual producers located
in those States or Tribal Nations. Once
USDA approves a draft hemp
production plan from a State or Tribe,
it will deny any license applications
from individuals located in the
applicable State or Tribal Nation. If
USDA disapproves a State or Tribal
hemp production plan, individual
producers located in the State or Tribal
Nation may apply for a USDA hemp
production license.

For the first year after USDA begins to
accept applications, applications can be
submitted any time. For all subsequent
years, license applications and license
renewal applications must be submitted
between August 1 and October 31. For
hemp grown outdoors, harvesting
usually occurs in the late summer and
early fall. This application period is
close to or after the harvest season when
producers are preparing for the next
growing season. USDA requests
comments on whether this application
period is sufficient. USDA may consider
an alternative application window if
experience demonstrates the need for
one. Having an established application
period provides adequate time for
USDA to effectively and efficiently
review and decide on applications,
while also providing producers with a
licensing decision well before planting
season. All applications must comply
with the requirements as described
below. The license application will be
available online at the USDA Domestic
Hemp Production Program website.
Applications may be submitted
electronically or by mail. Copies can be
also requested by email at
farmbill. hemp@usda.gov.

The application will require contact
information such as name, address,
telephone number, and email address (if
available). If the applicant represents a
business entity, and that entity will be
the producer, the application will
require the full name of the business,
address of the principal business
location, full name and title of the key
participants on behalf of the entity, an
email address if available, and EIN
number of the business entity.

All applications must be accompanied
by a completed criminal history report.
If the application is for a business
entity, a completed criminal history
report must be provided for each key
participant.

Key participants are a person or
persons who have a direct or indirect
financial interest in the entity producing
hemp, such as an owner or partner in a

partnership. A key participant also
includes persons in a corporate entity at
executive levels including chief
executive officer, chief operating officer
and chief financial officer. This does not
include other management positions
like farm, field or shift managers. USDA
is requiring a criminal history records
report for key participants because those
persons are likely to have control over
hemp production, whether production
is owned by an individual, partnership,
or a corporation. USDA considers those
individuals to be responsible for
ensuring compliance with the regulatory
requirements and thereby active
participants in the Domestic Hemp
Production Program. If those persons
have a disqualifying felony, they can no
longer participate in the program as
provided for by section 297B(e)(3)(B)(1)
of the 2018 Farm Bill. An exception
applies to a person who was lawfully
growing hemp under the 2014 Farm Bill
before December 20, 2018, and whose
conviction also occurred before that
date.

USDA will not accept criminal history
reports completed more than 60 days
before the submission of an application,
which provides USDA with an
expectation that the findings of the
report are reasonably current and
accurate.

The criminal history report must
indicate the applicant has not been
convicted of a State or Federal felony
related to a controlled substance for the
10 years prior to the date of when the
report was completed. An exception
applies to a person who was lawfully
growing hemp under the 2014 Farm Bill
before December 20, 2018, and whose
conviction also occurred before that
date.

In addition to providing the
information specified, the application
will also require license applicants to
certify they will adhere to the
provisions of the plan.

Once all the necessary information
has been provided, applications will be
reviewed by USDA for completeness
and to determine an applicant’s
eligibility. USDA will approve or deny
license applications unless the
applicant is from a State or Tribal
Nation that has a plan submitted to or
approved by USDA. Applicants will be
notified if they have been granted or
denied a license either by mail or email.

If an application is denied, the
applicant will receive a notification
letter or email specifying why the
application was denied. If denied,
applicants will have the option of
resubmitting a revised application if the
application was rejected for being
incomplete. Applicants may resubmit
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after October 31 as long as the original
application was submitted between
August 1 and October 31. If the
application was rejected for other
reasons, the applicant will have the
opportunity to appeal the USDA’s
decision in accordance with the appeals
process outlined in the regulation.

2. USDA Hemp Producer Licenses

Once a license application has been
approved, USDA will issue the producer
license. Licenses are not transferrable in
any manner. An applicant whose
application has been approved will not
be considered a licensed producer
under the USDA plan until the
applicant receives their producer
license. Licenses do not renew
automatically and must be renewed
every three years. Because of the felony
ban, we believe it is necessary to review
producers’ criminal history to ensure
that they have not committed a felony
since the most recent license approval
that would disqualify them.

Applications for renewal will be
subject to the same terms and approved
under the same criteria as initial
applications unless there has been an
intervening change in the applicable
law or regulations since approval of the
initial or last application. In such a case
the subsequently enacted law or
regulation shall govern renewal of the
license. Licenses will be valid until
December 31 of the year that is at least
three years after the license is issued.
This date is not tied to the harvest and
planting season. Rather it is tied to the
window for applications (Aug. 1-Oct.
31) and the 60 days for USDA to make
a decision. For example, if a producer
applies for a license August 1, 2020 and
is granted a license on September 15,
2020, the license would expire
December 31, 2023. A December 31
expiration date will allow licensed
producers time to apply for a license
renewal prior to their prior license’s
expiration and prevent a gap in
licensing.

Once a producer has been issued a
USDA license, the producer must report
their hemp crop acreage to FSA.
Producers must provide specific
information to FSA, as identified in this
part, including, but not limited to: The
specific location where hemp is
produced, and the acreage, greenhouse,
building, or site where hemp is
produced. The specific location where
hemp is produced must be identified, to
the extent practicable, by the geospatial
location.

If at any time, there is a change to the
information submitted in the license
application, a license modification is
required. A license modification is
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required if, for example, the licensed
business is sold to a new owner or when
hemp will be produced in a new
location not described on the original
application. Producers must notify
USDA immediately should there be any
change in the information provided on
the license application. USDA will
provide guidance on where producers
will submit this information on its
website.

B. Sampling and Testing for THC

All hemp production must be
sampled and tested for THC
concentration levels. Samples must be
collected by a USDA-approved sampling
agent, or a Federal, State or local law
enforcement agent authorized by USDA
to collect samples. It is the
responsibility of the licensed producer
to pay any fees associated with
sampling. USDA will issue guidance on
sampling procedures that will satisfy
sampling requirements to coincide with
publication of this rule. This guidance
will be provided on the USDA website.

The sampling procedures are
designed to produce a representative
sample for testing. They describe
procedures for entering a growing area
and collecting the minimum number of
plant specimens necessary to accurately
represent the THC content, through
laboratory testing, of the sample to be
tested.

THC levels in representative samples
must test at or below the acceptable
hemp THC level. Testing will be
conducted using post-decarboxylation
or other similarly reliable methods
where the total THC concentration level
measured includes the potential to
convert delta-9-tetrahydrocannabinolic
acid (THCA) into THC. Further, test
results should be determined and
reported on a dry weight basis, meaning
the percentage of THC, by weight, in a
cannabis sample, after excluding
moisture from the sample. The moisture
content is expressed as the ratio of the
amount of moisture in the sample to the
amount of dry solid in the sample.

Based on USDA’s review of scientific
studies, internal research and
information gathered from the United
Nations Office on Drugs and Crime:
Recommended Methods for the
Identification and Analysis of Cannabis
and Cannabis Products (ISBN 978-92—
1-148242-3), USDA has determined
that testing methodologies meeting
these requirements include gas or liquid
chromatography with detection.

USDA requires that all samples tested
for THC concentration levels be
conducted in DEA registered
laboratories. These laboratories must
also meet standards of performance

described in this regulation. Standards
of performance ensure the validity and
reliability of test results, and that
analytical method selection, validation,
and verification is appropriate (fit for
purpose) and that the laboratory can
successfully perform the testing.
Furthermore, the standards ensure
consistent, accurate, analytical
performance and that the analytical tests
performed are sufficiently sensitive for
the purposes of the detectability
requirements under this part.

Laboratories who conduct THC testing
must also be registered with DEA to
handle controlled substances under the
CSA and DEA regulations (21 CFR part
1301). USDA is adopting this
requirement because of the potential for
these laboratories to handle cannabis
products testing above 0.3% THC. Such
products are, by definition, marijuana,
and a controlled substance. DEA
registration requirements verify a
laboratory’s ability to properly handle
controlled substances.

As previously explained in the
requirements for State and Tribal plans,
USDA is also considering requiring that
testing for THC concentration levels be
conducted in USDA approved
laboratories for USDA plan licensees.
USDA approved laboratories are
authorized under the USDA, AMS,
Laboratory Approval Service, which
administers the Laboratory Approval
Program (LAP). USDA-approved
laboratories would need to comply with
the LAP requirements, as established
under “Laboratory Approval Program—
General Policies & Procedures”
(www.ams.usda.gov/services/lab-
testing/lab-approval), which describes
the general policies and procedures for
a laboratory to apply for and maintain
status in a LAP. Under the LAP, an
individual program for hemp would be
developed, with a set of documented
requirements to capture specific
regulatory, legal, quality assurance and
quality control, and analytical testing
elements. A requirement for a testing
laboratory to be approved by USDA
would be in addition to the requirement
in the final rule that the laboratory be
registered with DEA.

USDA is considering a LAP for USDA
licensees because it would be tailored to
a commodity to meet specific
requirements in support of domestic
and international trade. In addition to
requiring ISO 17025 accreditation,
which assesses general competence of
testing laboratories, the LAP would
provide a way for USDA to certify that
laboratories perform to a standard level
of quality. This is an important factor,
as the issue of providing assurance as to
proper testing was raised on numerous
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occasions during the USDA outreach
process conducted prior to developing
this rule. The LAP would give USDA
the proper oversight of the laboratories
doing the testing, providing quality
assurance and control procedures that
ensure a validated and qualified
analysis, and defensible data. Should
USDA require that testing laboratories
be approved by USDA, a list of USDA
approved laboratories would be posted
on the USDA Domestic Hemp
Production Program website. Although
this proposal is not reflected in the
regulatory text of this interim rule,
USDA is seeking comment on it to
determine whether to incorporate it in
the subsequent final rule.

Alternatively, USDA is considering
requiring all laboratories testing hemp
to have ISO 17025 accreditation. We are
requesting comment on this requirement
as well.

It is the responsibility of the licensed
producer to select the DEA-registered
laboratory that will conduct the testing
and to pay any fees associated with
testing. Laboratories performing THC
testing for hemp produced under this
program will be required to share test
results with the licensed producer and
USDA. USDA will provide instructions
to all approved labs on how to
electronically submit test results to
USDA. Laboratories may provide test
results to licensed producers in
whatever manner best aligns with their
business practices, but producers must
be able to produce a copy of test results.
For this reason, providing test results to
producers through a web portal or
through electronic mail, so the producer
will have ready access to print the
results when needed, is preferred.

Samples exceeding the acceptable
hemp THC level are marijuana and will
be handled in accordance with the
procedures discussed in sections C and
D below.

Any licensee may request that the
laboratory retest samples if it is believed
the original THC concentration level test
results were in error. The licensee
requesting the retest of the second
sample would pay the cost of the test.
The retest results would be issued to the
licensee requesting the retest and a copy
would be provided to USDA or its agent.

C. Disposal of Non-Compliant Product

If the results of a test conclude that
the THC levels exceed the acceptable
hemp THC level, the approved
laboratory will promptly notify the
producer and USDA or its authorized
agent. If a licensed producer is notified
that they have produced cannabis
exceeding the acceptable hemp THC
level, the cannabis must be disposed of
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in accordance with the CSA and DEA
regulations as such product is marijuana
and not hemp. The material must be
collected for destruction by a person
authorized under the CSA to handle
marijuana, such as a DEA-registered
reverse distributor, or a duly authorized
Federal, State, or local law enforcement
officer, or official.

Licensed producers notified they have
produced product exceeding the
acceptable hemp THC level must
arrange for disposal of the lot
represented by the sample in
accordance with the CSA and DEA
regulations as specified above. Specific
DEA procedures for arranging for the
disposal of non-compliant product will
be listed on the USDA Domestic Hemp
Production Program website.

Producers must document the
disposal of all marijuana. This can be
accomplished by either providing USDA
with a copy of the documentation of
disposal provided by the reverse
distributor or by using the reporting
requirements established by USDA.
These reports must be submitted to
USDA following the completion of the
disposal process.

D. Compliance

USDA has established certain
compliance requirements for USDA
licensees as part of this rulemaking.
This includes the ability for USDA to
conduct audits of USDA licensees and
to issue corrective action plans for
negligent violations. Negligent
violations by a producer may lead to
suspension or revocation of a producer’s
license.

USDA may conduct random audits of
licensees to verify hemp is being
produced in accordance with the
provisions of this part. The format of the
audit will vary and may include a
“desk-audit” where USDA requests
records from a licensee or the audit may
be a physical visit to a licensee’s
facility. When USDA visits a licensee’s
facility, the licensee must provide
access to any fields, greenhouses,
storage facilities or other locations
where the licensee produces hemp.
USDA may also request records from the
licensee to include production and
planting data, testing results, and other
information as determined by USDA.

USDA will conduct an audit of all
USDA licensees no more than every
three years based on available resources.

USDA will issue a summary of the
audit to the licensee after the completed
audit. Licensees who are found to have
a negligent violation will be subject to
a corrective action plan. A negligent
violation includes: (1) Failure to provide
a legal description of the land on which

the hemp is produced; (2) not obtaining
a license before engaging in production;
or (3) producing plants exceeding the
acceptable hemp THC level. Similar to
the requirements for State and Tribal
plans, USDA will not consider hemp
producers as committing a negligent
violation if they produce plants
exceeding the acceptable hemp THC
level if they use reasonable efforts to
grow hemp and the plant does not have
a THC concentration of more than 0.5
percent on a dry weight basis.

For sampling and testing violations,
USDA will consider the entire harvest
from a distinct lot in determining
whether a violation occurred. This
means that if testing determines that
each sample of five plants from distinct
lots has a THC concentration exceeding
the acceptable hemp THC level (or 0.5
percent if the hemp producer has made
reasonable efforts to grow hemp), USDA
considers this as one negligent
violation. If an individual produces
hemp without a license, this will be
considered one violation. USDA will
establish and review a corrective action
plan with the licensee and its
implementation may be verified during
a future audit or site visit.

When USDA determines that a
negligent violation has occurred, USDA
will issue a Notice of Violation. This
Notice of Violation will include a
corrective action plan. The corrective
action plan will include a reasonable
date by which the producer will correct
the negligent violation or violations and
require the producer to periodically
report to USDA on its compliance with
the plan for a period of not less than the
next two calendar years. A producer
who has negligently violated this part
three times in a five-year period is
ineligible to produce hemp for a period
of five years from the date of the third
violation. Negligent violations are not
subject to criminal enforcement.
However, USDA will report the
production of hemp without a license
issued by USDA to the Attorney
General.

Hemp found to be produced in
violation of this part, such as hemp
produced on a property not disclosed by
the licensed producer, or without a
license, would be subject to the same
disposal provisions as for cannabis
testing above the acceptable hemp THC
level. Further, if it is determined a
violation was committed with a
culpable mental state greater than
negligence, USDA will report the
violation to the Attorney General and
the chief law enforcement officer of the
State or Tribe as applicable.

The 2018 Farm Bill limited the
participation of certain convicted felons
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in hemp production. A person with a
State or Federal felony conviction
relating to a controlled substance is
subiject to a 10-year ineligibility
restriction on producing hemp under
the Act. An exception applies to a
person who was lawfully growing hemp
under the 2014 Farm Bill before
December 20, 2018, and whose
conviction also occurred before that
date.

E. Suspension of a USDA License

A USDA license may be suspended if
USDA or its representative receives
credible information that a licensee has
either: (1) Engaged in conduct violating
a provision of this part; or (2) failed to
comply with a written order from the
AMS Administrator related to a
negligent violation of this part.
Examples of credible information are
information from local authorities of
harvested plants without testing or
planting of hemp seed in non-approved
locations.

Any producer whose license has been
suspended shall not handle or remove
hemp or cannabis from the location
where hemp or other cannabis was
located at the time when USDA issued
its notice of suspension without prior
written authorization from USDA. Any
person whose license has been
suspended shall not produce hemp
during the period of suspension. A
suspended license may be restored after
a waiting period of one year. A producer
whose license has been suspended may
be required to comply with a corrective
action plan to fully restore their license.

A USDA license shall be immediately
revoked if the licensee: (1) Pleads guilty
to, or is convicted of, any felony related
to a controlled substance; 7 or (2) made
any materially false statement with
regard to this part to USDA or its
representatives with a culpable mental
state greater than negligence; or (3) was
found to be growing cannabis exceeding
the acceptable hemp THC level with a
culpable mental state greater than
negligence or negligently violated the
provision of this part three times in five
years.

If the licensed producer wants to
appeal any suspension or revocation
decision made by USDA under this
section, they can do so using the appeal
process specified in section V.

F. Reporting and Recordkeeping

The 2018 Farm Bill requires USDA to
develop a process to maintain relevant

7For a corporation, if a key participant has a
disqualifying felony conviction, the corporation
may remove that person from a key participant
position. Failure to remove that person will result
in a license revocation.
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information regarding the farm on
which hemp is produced. USDA’s FSA
is best suited to collect this information
for the domestic hemp production
program. FSA has staff throughout the
United States who are trained to work
with farmers to verify land uses. Many
hemp producers are likely to be familiar
with the FSA since they already operate
traditional farms, and therefore already
provide data to FSA on acres and crops
planted. Consequently, licensed
producers will be required to report
their hemp crop acreage with FSA, and
to provide FSA with specific
information regarding field acreage,
greenhouse, or indoor square footage of
hemp planted. This information must
include street address, geospatial
location or other comparable
identification method specifying where
the hemp will be produced, and the
legal description of the land. Geospatial
location or other methods of identifying
the production locations are necessary
as not all rural locations have specific
addresses. This information is required
for each field, greenhouse, building, or
site where hemp will be grown. USDA
will use this information to assemble
and maintain the data USDA must make
available in real time to Federal, State,
and local law enforcement as required
by the 2018 Farm Bill and as specified
in section G below. Specific procedures
for reporting hemp acreage to FSA will
be posted on the USDA Domestic Hemp
Production Program website. This
information will be maintained by
USDA for at least three calendar years.

Licensed producers will be required
to maintain copies of all records and
reports necessary to demonstrate
compliance with the program. These
records include those that support,
document, or verify the information
provided in the forms submitted to
USDA. Records and reports must be
kept for a minimum of three years.

Under the USDA plan, there will be
additional reporting requirements for
licensed producers. These include
specific reporting requirements to
collect the information needed by the
licensing application, and the record
and reporting requirements needed to
document disposal of cannabis
produced in violation of the provisions
of this rule. Specific requirements may
be referenced herein at § 990.71.

G. Information Sharing

USDA will develop and maintain a
database of all relevant and required
information regarding hemp as specified
by the 2018 Farm Bill. This database
will be accessible in real time to
Federal, State, local and Tribal law
enforcement officers through a Federal

Government law enforcement system.
USDA AMS will administer and
populate this database, which will
include information submitted by States
and Tribes, laboratories, information
submitted by USDA licensed producers,
and information submitted to FSA.

USDA will use this information to
create a comprehensive list of all
domestic hemp producers. USDA will
also gather the information related to
the land used to produce domestic
hemp. This information will be
comprehensive and include data both
from State and Tribal plans and include
a legal description of the land on which
hemp is grown by each hemp producer
and the corresponding geospatial
location. Finally, USDA will also gather
information regarding the status of all
licenses issued under State and tribal
governments and under the USDA plan.

This information will be made
available in real time to Federal, State,
local and Tribal law enforcement as
required by the 2018 Farm Bill.

USDA has prepared a System of
Records Notice (SORN) and a Privacy
Impact Analysis to be issued
concurrently with this rule.

IV. Definitions

In support of the foregoing regulations
and hemp production plan descriptions,
USDA is establishing definitions for
certain terms. The following terms are
integral to implement the 2018 Farm
Bill and establish the scope and
applicability of the regulations of this
part.

The term “Act” refers to the
Agricultural Marketing Act of 1946. The
2018 Farm Bill amended the
Agricultural Marketing Act of 1946 by
adding Subtitle G which is a new
authority for the Secretary of
Agriculture to administer a national
hemp production program. Section
297D of Subtitle G authorizes and
directs USDA to promulgate regulations
to implement this program.

The Agricultural Marketing Service
(AMS) of the U.S. Department of
Agriculture is the agency the Secretary
of Agriculture has charged with the
responsibility to oversee the
administration of this new program.

The term “applicant” means any State
or Indian Tribe that has applied for
USDA approval of a State or tribal hemp
production plan for the State or Indian
Tribe they represent. This term also
applies to any person or business in a
State or territory of an Indian Tribe not
subject to a State or tribal plan, who
applies for a hemp production license
under the USDA plan established under
this part.

46

The term “‘cannabis” is the Latin
name of the plant that, depending on its
THC concentration level, is further
defined as either “hemp” or
“marijuana.” Cannabis is a genus of
flowering plants in the family
Cannabaceae of which Cannabis sativa
is a species, and Cannabis indica and
Cannabis ruderalis are subspecies
thereof. For the purposes of this part,
Cannabis refers to any form of the plant
where the delta-9 tetrahydrocannabinol
concentration on a dry weight basis has
not yet been determined. This term is
important in describing regulations that
apply to plant production, sampling or
handling prior to determining its THC
content.

The Controlled Substances Act (CAS)
is the statute, codified in 21 U.S.C. 801—
971, establishing Federal U.S. drug
policy under which the manufacture,
importation, exportation, possession,
use, and distribution of certain
substances is regulated. Because
cannabis containing THC concentration
levels of higher than 0.3 percent is
deemed to be marijuana, a schedule I
controlled substance, its regulation falls
under the authorities of the CSA.
Therefore, for compliance purposes, the
requirements of the CSA are relied upon
for the disposal of cannabis that
contains THC concentrations above the
stated limit of this part.

The rule includes a definition of
“conviction” to explain what is
considered a conviction and what is not.
Specifically, a plea of guilty or nolo
contendere or any finding of guiltis a
conviction. However, if the finding of
guilt is subsequently overturned on
appeal, pardoned, or expunged, then it
is not considered a conviction for
purposes of part 990. This definition of
“conviction” is consistent with how
some other agencies who conduct
criminal history record searches
determine disqualifying crimes.

A “‘corrective action plan” is a plan
set forth by a State, tribal government,
or USDA for a licensed hemp producer
to correct a negligent violation of or
non-compliance with a hemp
production plan, its terms, or any other
regulation set forth under this part. This
term is defined in accordance with the
2018 Farm Bill, which mandates certain
non-compliance actions to be addressed
through corrective action plans.

“Culpable mental state greater than
negligence” is a term used in the 2018
Farm Bill to determine when certain
actions would be subject to specific
compliance actions. This term means to
act intentionally, knowingly, willfully,
recklessly, or with criminal negligence.

The term “decarboxylated” refers to
the completion of the chemical reaction
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that converts THC-acid (THCA) into
delta-9-THC, the intoxicating
component of cannabis. The
decarboxylated value is also calculated
using a conversion formula that sums
delta-9-THC and eighty-seven and seven
tenths (87.7) percent of THCA. This
term, commonly used in scientific
references to laboratory procedures, is
the precursor to the term “‘post-
decarboxylation,” a term used in the
2018 Farm Bill’s mandate over cannabis
testing methodologies to identify THC
concentration levels. This definition is
based on the regulations administered
by the Kentucky Department of
Agriculture as part of the Kentucky
industrial hemp research pilot program.

“Delta-9 tetrahydrocannabinol,” also
referred to as “‘Delta-9 THC” or “THC”
is the primary psychoactive component
of cannabis, and its regulation forms the
basis for the regulatory action of this
part. As mandated by the Act, legal
hemp production must be verified as
having THC concentration levels of 0.3
percent on a dry weight basis or below.
For the purposes of this part, delta-9
THC and THC are interchangeable.

“DEA” means the “Drug Enforcement
Administration,” a United States
Federal law enforcement agency under
the United States Department of Justice.
The DEA is the lead agency for domestic
enforcement of the Controlled
Substances Act. The DEA plays an
important role in the oversight of the
disposal of marijuana, a schedule I
controlled substance, under the
regulations of this part. The DEA is also
instrumental in registering USDA-
approved laboratories to legally handle
controlled substances, including
cannabis samples that test above the 0.3
THC concentration level.

“Dry weight basis” refers to a method
of determining the percentage of a
chemical in a substance after removing
the moisture from the substance.
Percentage of THC on a dry weight basis
means the percentage of THC, by
weight, in a cannabis item (plant,
extract, or other derivative), after
excluding moisture from the item.

The Farm Service Agency (FSA) is an
agency of the U.S. Department of
Agriculture, that provides services to
farm operations including loans,
commodity price supports, conservation
payments, and disaster assistance. For
the purposes of this program, FSA will
assist in information collection on land
being used for hemp production.

“Gas chromatography” or GC, is a
scientific method (specifically, a type of
chromatography technique) used in
analytical chemistry to separate, detect,
and quantify each component in a
mixture. It relies on the use of heat for

separating and analyzing compounds
that can be vaporized without
decomposition. Under the terms of this
part, GC is one of the valid methods by
which laboratories may test for THC
concentration levels.

For the purposes of this part,
“geospatial location” means a location
designated through a global system of
navigational satellites used to determine
the precise ground position of a place or
object.

This term “handle” is commonly
understood by AMS and used across
many of its administered programs. For
the purposes of this part, “handle”
refers to the actions of cultivating or
storing hemp plants or hemp plant parts
prior to the delivery of such plant or
plant part for further processing. In
cases where cannabis plants exceed the
acceptable hemp THC level, handle may
also refer to the disposal of those plants.

“Hemp” is defined by the 2018 Farm
Bill as ““the plant species Cannabis
sativa L. and any part of that plant,
including the seeds thereof and all
derivatives, extracts, cannabinoids,
isomers, acids, salts, and salts of
isomers, whether growing or not, with a
delta-9 tetrahydrocannabinol
concentration of not more than 0.3
percent on a dry weight basis.” The
statutory definition is self-explanatory,
and USDA is adopting the same
definition without change for part 990.

“High-performance liquid
chromatography (HPLC) or (LC)” is a
scientific method (specifically, a type of
chromatography) used in analytical
chemistry used to separate, identify, and
quantify each component in a mixture.
It relies on pumps to pass a pressurized
liquid solvent containing the sample
mixture through a column filled with a
solid adsorbent material to separate and
analyze compounds. Under the terms of
this part, HPLC is one of the valid
methods by which laboratories may test
for THC concentration levels. Ultra-
Performance Liquid Chromatography
(UPLC) is an additional method that
may also be used as well as other liquid
or gas chromatography with detection.

“Indian Tribe” is defined in the 2018
Farm Bill by reference to section 4 of the
Indian Self-Determination and
Education Assistance Act (25 U.S.C.
5304). The statutory definition is self-
explanatory, and USDA is adopting the
same definition without change for part
990.

A “key participant” is a person or
persons who have a direct or indirect
financial interest in the entity producing
hemp, such as an owner or partner in a
partnership. A key participant also
includes persons in a corporate entity at
executive levels including chief
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executive officer, chief operating officer
and chief financial officer. This does not
include such management as farm, field
or shift managers.

“Law enforcement agency” refers to
all Federal, State, or local law
enforcement agencies. Under the 2018
Farm Bill, State submissions of
proposed hemp production plans to
USDA must be made in consultation
with their respective Governors and
chief law enforcement officers.
Moreover, the 2018 Farm Bill
contemplates the involvement of law
enforcement in compliance actions
related to offenses identified as being
made under a “culpable mental state.”
To assist law enforcement in the
fulfillment of these duties, the 2018
Farm Bill also mandates an information
sharing system that provides law
enforcement with real-time data.

The term “lot” refers to a contiguous
area in a field, greenhouse, or indoor
growing structure containing the same
variety or strain of cannabis throughout.
In addition, “lot” is a common term in
agriculture that refers to the batch or
contiguous, homogeneous whole of a
product being sold to a single buyer at
a single time. Under the terms of this
part, “lot” is to be defined by the
producer in terms of farm location, field
acreage, and variety (i.e., cultivar) and
to be reported as such to the FSA.

As defined in the CSA, “marihuana”
(or “marijuana’”) means all parts of the
plant Cannabis sativa L., whether
growing or not; the seeds thereof; the
resin extracted from any part of such
plant; and every compound,
manufacture, salt, derivative, mixture,
or preparation of such plant, its seeds or
resin. The term ‘marihuana’ does not
include hemp, as defined in section
297 A of the Agricultural Marketing Act
of 1946, and does not include the
mature stalks of such plant, fiber
produced from such stalks, oil or cake
made from the seeds of such plant, any
other compound, manufacture, salt,
derivative, mixture, or preparation of
such mature stalks (except the resin
extracted therefrom), fiber, oil, or cake,
or the sterilized seed of such plant
which is incapable of germination (7
U.S.C. 16390(1)). “Marihuana” also
means all cannabis that tests as having
a concentration level of THC on a dry
weight basis of higher than 0.3 percent.

“Negligence” is a term used in the
2018 Farm Bill to describe when certain
actions are subject to specific
compliance actions. For the purposes of
this part, the term means failure to
exercise the level of care that a
reasonably prudent person would
exercise in complying with the
regulations set forth under this part.



Federal Register/Vol. 84, No. 211/Thursday, October 31, 2019/Rules and Regulations

58533

Used in relation to the other terms
and regulations in this part,
“phytocannabinoids” are cannabinoid
chemical compounds found in the
cannabis plant, two of which are Delta-
9 tetrahydrocannabinol (delta-9 THC)
and cannabidiol (CBD). Testing
methodologies under this part will refer
to the presence of “phytocannabinoids”
as either THC or CBD.

Under the terms of this program,
“plan” refers to a set of criteria or
regulations under which a State or tribal
government, or USDA, monitors and
regulates the production of hemp.
“Plan” may refer to a State or Tribal
plan, whether approved by USDA or
not, or the USDA hemp production

lan.

The 2018 Farm Bill mandates that all
cannabis be tested for THC
concentration levels using
“postdecarboxylation” or similar
methods. In the context of this part,
“postdecarboxylation” means testing
methodologies for THC concentration
levels in hemp, where the total potential
delta-9-tetrahydrocannabinol content,
derived from the sum of the THC and
THCA content, is determined and
reported on a dry weight basis. The
postdecarboxylation value of THC can
be calculated by using a chromatograph
technique using heat, known as gas
chromatography, through which THCA
is converted from its acid form to its
neutral form, THC. The result of this test
calculates total potential THC. The
postdecarboxylation value of THC can
also be calculated by using a high-
performance liquid chromatograph
technique, which keeps the THCA
intact, and requires a conversion
calculation of that THCA to calculate
total potential THC. See also the
definition for decarboxylation.

The term “produce,” when used as a
verb, is a common agricultural term that
is often used synonymously with
“grow” and means to propagate plants
for market, or for cultivation for market,
in the United States. In the context of
this part, “produce” refers to the
propagation of cannabis to produce
hemp.

The 2018 Farm Bill mandates that
USDA maintain a real-time
informational database that identifies
registered hemp production sites,
whether under a State, tribal, or USDA
plan, for the purposes of compliance
and tracking with law enforcement.
AMS will maintain this system with the
information collection assistance of
FSA. In order to maintain consistency
and uniformity of hemp production
locations, USDA is recommending that
FSA collect this information through
their crop acreage reporting system. In

this context, a common use of the term
“producer” is essential to maintaining a
substantive database. For this reason,
the definition of “producer”
incorporates the FSA definition of
“producer” with the additional qualifier
that the producer is licensed or
authorized to produce hemp under the
Hemp Program.

“Secretary” means the Secretary of
Agriculture of the United States.

Section 297A of the Act defines
“State” to mean any of one of the fifty
States of the United States of America,
the District of Columbia, the
Commonwealth of Puerto Rico, and any
other territory or possession of the
United States. The statutory definition
is self-explanatory, and USDA is
adopting the same definition without
change for part 990.

This term “State department of
agriculture” is defined by the 2018 Farm
Bill as the agency, commission, or
department of a State government
responsible for agriculture in the State.
The statutory definition is self-
explanatory, and USDA is adopting the
same definition without change for part
990.

The term “store” is part of the term
“handle” under this part and means to
deposit hemp plants or hemp plant
product in a storehouse, warehouse or
other identified location by a producer
for safekeeping prior to delivery to a
recipient for further processing.

As defined by the 2018 Farm Bill, the
term “tribal government”” means the
governing body of an Indian Tribe. The
statutory definition is self-explanatory,
and USDA is adopting the same
definition without change for part 990.

The “U.S. Attorney General” is the
Attorney General of the United States.

“USDA” is synonymous with the
United States Department of
Agriculture.

In the context of this part, “licensee”
or “USDA licensed hemp producer”
means a person or business authorized
by USDA to grow hemp under the terms
established in this part and who
produces hemp.

V. Appeals

An applicant for a USDA hemp
production program license may appeal
a license denial to the AMS
Administrator. Licensees may appeal
denials of license renewals, license
suspensions, or license revocations to
the AMS Administrator. All appeals
must be submitted in writing and
received within 30 days of the denial.
This submission deadline should
provide adequate time to prepare the
necessary information required to
formulate the appeal. States or Tribes
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may appeal USDA decisions either
denying, suspending or revoking State
or Tribal hemp production plans. As
with the USDA license plans, these
appeals must be submitted in writing to
the AMS Administrator and explain the
reasoning behind the appeal, e.g. why
the Administrator’s decision is not
justified or is improper. The appeal
should include any additional
information or documentation the
appellant or licensee believes USDA
should consider when reviewing its
decision. The Administrator will take
into account the applicant or licensee’s
justification for why the license should
not be denied, suspended, or revoked,
and then issue a final determination.
Determinations made by the
Administrator under the appeals
process will be final unless the
applicant or licensee requests a formal
adjudicatory proceeding to review the
decision, which will be conducted
pursuant to the U.S. Department of
Agriculture’s Rules of Practice
Governing Formal Adjudicatory
Proceedings, 7 CFR part 1, subpart H. If
the applicant or licensee does not
request that the Administrator initiate a
formal adjudicatory proceeding within
30 days of the Administrator’s adverse
ruling, such ruling becomes final. The
following paragraphs explain when and
how a State or Tribe may appeal a
USDA decision. State or Tribal plans
may include similar appeal procedures;
this following section is not applicable
to individuals subject to State or Tribal
plans.\

Appeals Under a State or Tribe Hemp
Production Plan

A State or Tribe may appeal the
denial of a proposed hemp production
plan, or the proposed suspension or
revocation of a plan by the USDA.
USDA will consult with States and
Tribes to help ensure their draft plans
meet statutory requirements, and that
existing plan requirements are
monitored and enforced by States and
Tribes. If, however, a proposed State or
Tribal plan is denied, or an existing
plan is suspended or terminated, the
decision may be appealed.

If the AMS Administrator sustains a
State or Tribe’s appeal of a denied hemp
plan application, the proposed State or
Tribal hemp production plan shall be
established as proposed. If the AMS
Administrator denies an appeal,
prospective producers located in the
State or Tribe may apply for hemp
licenses under the terms of the USDA
hemp production plan. Similarly, if an
appeal to a proposed State or Tribal
plan revocation is denied, producers
located in the impacted State or Tribal
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territory may apply for licenses under
the USDA plan.

The appeal of a State or Tribal hemp
production plan suspension or
termination must explain the reasoning
behind the appeal and be filed within
the time-period provided in the letter of
notification or within 30 business days
from receipt of the notification,
whichever occurs later. This timeframe
should be adequate for the assembly of
the information required to be
submitted as part of the appeal.

VI. Interstate Commerce

Nothing in this rule prohibits the
interstate commerce of hemp. No State
or Indian Tribe may prohibit the
transportation or shipment of hemp
produced in accordance with this part
and with section 7606 of the 2014 Farm
Bill through the State or the territory of
the Indian Tribe, as applicable.®

VII. Outreach

As part of this rulemaking process,
USDA engaged in numerous discussions
with industry stakeholders prior to
issuing this rule. This included
numerous meetings with different State
and tribal groups and representatives,
industry organizations, groups and
individuals with experience in the
hemp industry, and representatives of
law enforcement.

In addition, USDA also conducted a
listening session on March 13, 2019,
that had more than 2,100 participants,
and included comments from 46
separate speakers representing States,
Tribes, producers, end-users, hemp
organizations, and others. The recording
of the listening session is available on
the USDA website. On May 1 and 2,
2019, USDA also participated in tribal
consultation meetings.

As required by the Farm Bill, the
Secretary has developed these
regulations and guidelines in
consultation with the Attorney General.
In addition, USDA will submit an
annual report to the Committee on
Agriculture of the House of
Representatives and the Committee on
Agriculture, Nutrition, and Forestry of
the Senate containing updates on the
implementation of the hemp
requirements in the Farm Bill.

VIIL. Severability

This interim rule includes a
severability provision. This is a
standard provision in regulations. This
section provides that if any provision of

& See section 10114 of the 2018 Farm Bill and the
USDA General Counsel’s Legal Opinion on the
Authorities for Hemp Production at hitps://
www.ams.usda.gov/content/legal-opinion-
authorities-hemp-production.

part 990 is found to be invalid, the
remainder of the part shall not be
affected.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), through this
document AMS announces its intent to
request approval from OMB for a new
information collection OMB No. 0581—
NEW and comments are invited on this
new information collection. All
comments received on this information
collection will be summarized and
included in the final request for OMB
apgroval.

ased on our review of the hemp
production under the 2014 Farm Bill,
we estimate that there will be
approximately 6,700 9 producers under
State and Tribal plans, approximately
1,000 producers under the USDA plan,
and 100 State and Tribal plans. We
estimate that each producer will have an
average of two lots of hemp with most
producers growing one lot per year but
larger producers growing many different
lots. Each lot will need to be tested for
THC concentration.

Comments are invited on: (1) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information will have
practical utility; (2) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.

Title: Domestic Hemp Production
Program; 7 CFR 990.

OMB Number: 058 1-NEW.

Type of Request: New Collection.

Abstract: The proposed information
collection and reporting requirements
will facilitate the effective
administration and oversight of the
Domestic Hemp Production Program, as
described above. The Hemp Program
includes provisions, among others,
requiring licensed producers to
maintain information on the land where
hemp is produced, hemp testing for

2 The 6,700 figure represents the average number

of growers operating under State and Tribal plans
over the three years of the program. In actuality, we
estimate 5,500 such growers in 2020, 6,700 growers
in 2021 and 8,000 growers in 2022 who will
participate through State and Tribal programs.
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delta-9 tetrahydrocannabinol, and
disposal of plants not meeting necessary
requirements. Additionally, as
explained above, all licensed producers
must report hemp crop acreage to the
USDA Farm Service Agency (FSA). The
licensed producer must maintain
information that supports, verifies, or
documents information on all reports
for a minimum of three years. This
includes, but is not limited to, the
producer’s completed criminal history
report, any records of required disposal,
notifications of THC test results, and the
license. This new information collection
proposes to create seven new forms.
These forms will be available on the
USDA domestic hemp website, or
copies can be requested from

farmbill. hemp@usda.gov. AMS is in the
process of building a database for
applicants and producers to submit
applications and reports. The forms and
information collected on those forms are
described below. The information
reported for data collected under State
and Tribal plans incorporates the
burden to producers licensed under
State and Tribal plans associated with
providing the required information.

State and Tribal Hemp Producer
Report. Every State or Tribe with an
approved plan must provide AMS with
information on the hemp producers
covered under their plan using the State
and Tribal Hemp Producer Report form.
States and Tribes are required to submit
this information to USDA not later than
30 days after the date it is received
using this report. This report should be
submitted to USDA on the first day of
each month. If this date falls on a
holiday or weekend, the report is due
the next business day. This information
should be submitted to USDA using a
digital format compatible with USDA’s
information sharing systems, whenever
possible.

If there are no changes from the
previous reporting cycle, States and
Tribes could check the box indicating
there were no changes during the
current reporting cycle. This
information will be collected and
maintained by USDA and made
available in real time to Federal, State,
and local law enforcement. States and
Tribes will need to retain the
information used to populate this form
for three calendar years.

State and Tribal Hemp Producer Report

Estimate of Burden: Public burden for
States and Tribes completing and
maintaining this form is estimated to be
an average of 0.34 hours per response.

Respondents: States and Tribes with
USDA approved hemp production
plans.
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Estimated Number of Respondents:

Estimated Number of Responses per
Respondent: 12.

Estimated Total Annual Responses:
1,200.

Estimated Total Annual Hours per
Respondent: 0.333 hours.

Estimated Total Annual Reporting
Hours: 400 hours (rounded).

Estimated Number of Record Keepers:

100.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 8.3
hours.

Estimated Total Annual Burden
Hours (Including 8.3 hours): 408.3
hours.

Information and Record Keeping for
State and Tribal Producer Report
Responses

Estimate of Burden: Public burden for
State and Tribal producers providing
and maintaining the information for this
form is estimated to be an average of
0.25 hours per response.

Estimated Number of Respondents:
8,000.

Estimated Number of Responses per
Respondent: 0.3330.

Estimated Total Annual Responses:
2,664.

Estimated Total Annual Hours per
Respondent: 0.167 hours.

Estimated Total Annual Burden
Hours: 444.9 hours (2,664 % 0.1670
hours (10 mins)).

Estimated Number of Record Keepers:
2,664.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours:
221.1 hours.

Estimated Total Annual Burden and
Record Keeping Hours for State and
Tribal Producer Responses (Including
221.1 hours): 666 hours.

State and Tribal Hemp Disposal
Report: States or Indian Tribes operating
under approved hemp production plans
must notify USDA of any occurrence of
non-conforming plants or plant material
and provide the disposal record of those
plants and materials monthly. This
includes plants or plant material which
test above the acceptable hemp THC
level or hemp otherwise produced in
violation of this part. This information
should be submitted to USDA using a
digital format compatible with USDA’s
information sharing systems, whenever
possible.

State and Tribal Hemp Disposal Report

Estimate of Burden: Public burden for
the States and Tribes completing and

maintaining this form is estimated to be
an average of 0.34 hours per response.

Respondents: States and Tribes with
USDA approved hemp production
plans.

Estimated Number of Respondents:
100.

Estimated Number of Responses per
Respondent: 12.

Estimated Total Annual Responses:
1,200.

Estimated Total Annual Hours per
Respondent: 0.333 hours.

Estimated Total Annual Reporting
Hours: 400 hours (rounded).

Estimated Number of Record Keepers:
100.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 8.3
hours.

Estimated Total Annual Burden
Hours {Including the 8.3 hours: 408.3
hours.

Information and Record Keeping for
State and Tribal Producer Report
Responses

Estimate of Burden: Public burden for
State and Tribal producers providing
and maintaining the information for this
form is estimated to be an average of
0.25 hours per response.

Estimated Number of Respondents:
2,680.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Responses:
2,680.

Estimated Total Annual Hours per
Respondent: 0.167 hours.

Estimated Total Annual Burden
Hours: 447.6 hours.

Estimated Number of Record Keepers:
2,680.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours:
222.4 hours.

Estimated Total Annual Burden and
Record Keeping Hours for State and
Tribal Producer Responses (Including
222.4 hours): 670 hours.

State and Tribal Hemp Annual
Report: Each year, AMS is required to
provide an annual report to Congress
regarding the implementation Subtitle G
of the AMA. In order to ensure that
AMS has the best available information
on U.S. hemp production to populate
this report, AMS is requiring States and
Tribes to submit an annual report to
AMS. This report includes a summary
for all hemp planted, destroyed, and
harvested under each State or Tribe’s
hemp production plan. States and
Tribes would submit this information to
USDA using the “State and Tribal Hemp
Annual Report” form annually by
December 15.
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State and Tribal Hemp Annual Report

Estimate of Burden: Public burden for
completing and maintaining the
information on this form is estimated to
be an average of 0.42 hours per
response.

Respondents: States and Tribes with
USDA approved hemp production
plans.

Estimated Number of Respondents:
100.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Responses:
100.

Estimated Total Annual Hours per
Respondent: 0.333 hours.

Estimated Total Annual Reporting
Hours: 33.3 hours.

Estimated Number of Record Keepers:
100.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 8.3
hours.

Estimated Total Annual Burden
Hours (Including the 8.3 hours): 41.6
hours.

Information and Record Keeping for
State and Tribal Producer Report
Responses

Estimate of Burden: Public burden for
completing and maintaining the
information for this form is estimated to
be an average of 0.25 hours per
response.

Estimated Number of Respondents:
6,700.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Responses:
6,700.

Estimated Total Annual Hours per
Respondent: 0.167 hours.

Estimated Total Annual Burden
Hours: 1,118.9 hours.

Estimated Number of Record Keepers:
6,700.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours:
556.10 hours.

Estimated Total Annual Burden and
Record Keeping Hours for State and
Tribal Producer Responses (Including
556.1 hours): 1,675 hours.

USDA Hemp Producer Licensing
Application: To obtain a license from
USDA, producers would need to
complete the “USDA Hemp Plan
Producer Licensing Application” form.
This form will collect the information
identified in § 990.21. By signing the
application, the applicant would certify,
should they become a licensed
producer, they would abide by all rules
and regulations relating to the USDA
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plan, and to the truth and accuracy of
the information provided in the
application.

For the first application cycle, USDA
will accept license applications for the
first year after the effective date of the
rule. After this initial period, license
applications must be submitted between
August 1 and October 31 of each year.
Licenses do not renew automatically
and must be renewed every three years.
Applications for license renewal would
be subject to the same terms and
approved under the same criteria as
initial license applications, unless there
has been an intervening change in the
applicable law or regulations since
approval of the initial or last
application. In such a case, the
subsequently enacted change in law or
regulation shall govern renewal of the
license. Licenses will be valid until
December 31 of the year three after the
year in which license is issued. For
example, if you apply for a license
August 1, 2020 and are granted a license
on September 15, 2020, the license
would expire December 31, 2022. The
license application will be available
online at the USDA domestic hemp
production program website, or copies
can be requested by email at
farmbill. hemp@usda.gov. Applications
may be submitted electronically or
through U.S. mail.

USDA Hemp Plan Producer Licensing
Application

Estimate of Burden: Public burden for
completing and maintaining this form is
estimated to be an average of 0.25 hours
per response.

Respondents: Producers applying for
the USDA plan.

Estimated Number of Respondents:
1,000.

Estimated Number of Responses per
Respondent: 0.3333.

Estimated Total Annual Responses:
333.

Estimated Total Annual Hours per
Respondent: 0.167 hours.

Estimated Total Annual Reporting
Hours: 55.6 hours.

Estimated Number of Record Keepers:
333.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 27.7
hours.

Estimated Total Annual Burden
Hours (Including the 27.7 hours): 83.3
hours.

USDA Hemp Plan Disposal
Notification: Producers licensed by
USDA must test hemp prior to harvest,
dispose of all non-compliant cannabis
plants, and report to USDA disposal of
all non-compliant cannabis plants.

Producers must document the disposal
of all marijuana in accordance with
§990.27. Reporting can be
accomplished by either providing USDA
with a copy of the documentation of
disposal provided by the reverse
distributor or by submitting a “USDA
Hemp Plan Producer Disposal Form” to
document the disposal process.

USDA Hemp Plan Producer Disposal
Form

Estimate of Burden: Public burden for
completing and maintaining this form is
estimated to be an average of 0.42 hours
per response.

Respondents: Producers covered
under the USDA plan.

Estimated Number of Respondents:
400.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Responses:
400.

Estimated Total Annual Hours per
Respondent: 0.333 hours.

Estimated Total Annual Reporting
Hours: 133.3 hours.

Estimated Number of Record Keepers:
400.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 33.3
hours.

Estimated Total Annual Burden
Hours {Including the 33.3 hours): 166.6
hours (rounded).

End of Year Harvest Reporting
Requirements: The Farm Bill requires
AMS to prepare and submit an annual
report to Congress on the
implementation of the domestic hemp
production program. To ensure AMS
has adequate planting, production, and
harvest data necessary for this report,
we are requiring producers to submit an
annual harvest report. Each producer
would need to submit to USDA an
annual report of their total acreage
planted, harvested, and, if applicable,
disposed. If a producer has multiple
growing and harvesting cycles
throughout the year (e.g., greenhouse
and producers in warm climates) they
should all be summarized and
submitted on this form. Producers
would submit this information to USDA
using the “USDA Hemp Plan Producer
Annual Report” form by December 15
each year.

USDA Hemp Plan Producer Annual
Report

Estimate of Burden: Public burden for
completing and maintaining this form is
estimated to be an average of 0.42 hours
per response.

Respondents: Producers applying for
the USDA plan.
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Estimated Number of Respondents:
1,000.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Responses:
1,000.

Estimated Total Annual Hours per
Respondent: 0.333 hours.

Estimated Total Annual Reporting
Hours: 333.3 hours.

Estimated Number of Record Keepers:
1,000.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours: 83.3
hours.

Estimated Total Annual Burden
Hours (Including the 83.3 hours): 416.6
hours rounded.

Report of Acreage: Producers shall
report name, address, license or
authorizing number, geospatial location
for each lot or greenhouse where hemp
will be produced and hemp crop
acreage to FSA. This will establish an
identification system for hemp
production nationwide and complies
with the information sharing
requirements of the 2018 Farm Bill.

Report of Acreage FSA 578

Estimate of Burden: Public burden for
completing and maintaining this form is
estimated to be an average of 0.58 hours
per response.

Respondents: Producers under State,
Tribal or the USDA plan.

Estimated Number of Respondents:
7,700.

Estimated Annual Number of
Responses per Respondent: 1.

Estimated Total Annual of Responses:
7,700.

Estimated Total Annual Hours per
Respondent: 0.5 hours.

Estimated Total Annual Reporting
Hours: 3,850.

Estimated Number of Record Keepers:
7,700.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Hours:
639.1 hours.

Estimated Total Annual Burden
Hours (Including the 639.1 hours):
4,489.1 hours.

Laboratory Test Results Report: The
Farm Bill requires that all domestically
produced hemp be tested for total THC
content on a dry weight basis. All test
results, whether passing, failing, or re-
tests must be reported to USDA.

Laboratory Test Results Report

Estimate of Burden: Public burden for
completing and maintaining this form is
estimated to be an average of 1.08 hours
per response.

Respondents: Laboratories testing
hemp for THC content.
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Estimated Number of Respondents:
7,700.

Estimated Annual Number of
Responses per Respondent: 2.

Estimated Total Annual of Responses:
15,400.

Estimated Tolal Annual Hours per
Respondent; 0.5 hours.

Estimated Total Annual Reporting
Hours: 7,700.

Estimated Number of Record Keepers:
7.700.

Estimated Total Annual Hours per
Record Keeper: 0.083 hours.

Estimated Record Keeping Iours:
639.1 hours.

Estimated Total Annual Burden
Hours (Including the 639.1 hours):
8,339.1 hours.

This new information collection
assumes 9,100 total respondents, 17,363
burden hours, and annual costs of
$989,714.94. This is calculated by

mulliplying the mean hourly wage of
$57 by 17,363 hours. The mean hourly
wage of a compliance officer, as
reported in the May 2018 Occupational
Employment Statistics Survey of the
Bureau of Labor and Statistics, was $35
per hour. Assuming 39 percent of total
compensation accounts for benefits,
assumed total compensation of a
compliance officer is $57 per hour.

Total Respondents, Barden Hours and Costs for Each New Form.

E-Government Act

AMS is committed to complying with
the E-Government Act, to promote the
use of the internet and other
information technologies to provide
increased opportunities for citizen
access Lo Government information and
services, and for other purposes. We
recognize using an electronic system
will promote efficiencies in developing
and implementing the new USDA
Domestic Hemp Production Program.
Since this is a new program, AMS is
working to make this process as
effective and user-friendly as possible.

Civil Rights Review

AMS has considered the potential
civil rights implications of this rule on
minorities, women, and persons with
disabilities to ensure that no person or
group shall be discriminated against on
the basis of race, color, national origin,

TOTAL TOTAL
BURDEN [RESPONDENTS
HOURSFOR  |[COSTFOR FOREACH TOTAL COST
FORM EACHFORM |EACHFORM |FORM PER RESPONSE
State and Tribal Hemp Producer Report (State and Tribal Responses)
40826(5 2327082 1003 527
State and Tribal Hemp Producer Report {Producer Responses) _ .
666[ & 37,062.00 0000 $ 473
State and Trbal Hemp Disposal Repost {State and Inibal Responses) 108265 232708 100] 5 w71
State and Tribal Hemp Disposal Report (Producer Responses)
67| 8 38.190.00 26801 § 1425
State and Tobal H Annual Re State and Tribal Responses)
R port 2 ) 4165 237231 100] % 2373
State and Tribal Hemp Annual Report {Producer Responses)
1675]% 9547500 6,705 & 14.23
USDA Hemp Plan Producerl ing Appli {Producer Resp 3 -
§325( 5 4,745.23 1000 § 4.75
USDA Hemp Producer Disposal Form
166.32| $ 9491 64 00| $ 23.73
USDA Hemp Producer Annnal Report (Producer Besponses) 4163| 5 23,729.10 1000 § 2373
Repaort of Acreage (Producer Responses)
i g P ! 4,438.10] 700 % 3323
Laboratory Test Results Report 8,339.10) 700 $ £1.73
17,3634

gender, religion, age, disability, sexual
orientation, marital or family status,
political beliefs, parental status, or
prolected genetic information, This
review included persons that are
employees of the entities who are
subject to these regulations. This
interim rule does not require affected
entities to relocate or alter their
operalions in ways thal could adversely
affect such persons or groups. Further,
this rule would not deny any persons or
groups the benefits of the program or
subject any persons or groups to
discrimination.

A 60-day comment period is provided
to allow interested persons to respond
to this interim rule. All wrillen
comments received in response to this
rule by the date specified will be
considered.
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Executive Order 13132 Federalism

AMS has examined the effects of
provisions in the interim final rule on
the relationship between the Federal
Government and the States, as required
by Executive Order 13132 on
“Federalism.” Our conclusion is that
this rule does have federalism
implications because the rule has
substantial direct effects on States, on
the relationship between the national
government and States, and on the
distribution of power and
responsibilities among the various
levels of government. The federalism
implications of the rule, however, flow
from and are consistent with the
underlying statute. Section 297B of the
AMA, 7 U.S.C. 1639p, directs USDA to
review and approve State plans that
meet statutory requirements and to
audit a State’s compliance with its State
plans. Overall, the final rule attempts to
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balance both the autonomy of the States
with the necessity to create a Federal
framework for the regulation of hemp
production.

Section 3(b) of E.O. 13132 recognizes
that national action limiting the
policymaking discretion of States will
be imposed ““. . . only where there is
constitutional and statutory authority
for the action and the national activity
is appropriate in light of the presence of
a problem of national significance.”
Section 297B of the AMA is the
statutory authority underlying the rules
for USDA to review, approve,
disapprove, or revoke State plans for
hemp production. Until the passage of
the 2018 Farm Bill, hemp was a
schedule I controlled substance as it fell
within the CSA definition of marijuana.
When hemp was exempted from the
definition of marijuana as part of the
2018 Farm Bill, in connection with
removing it from that list, Congress
established a national regulatory
framework for the production of hemp.
Because cannabis plants with a THC
level higher than 0.3 are marijuana and
on the Federal controlled substances
list, ensuring that hemp produced under
this program is not marijuana is of
national significance.

In addition to establishing a national
regulatory framework for hemp
production, Congress expressly
preempted State law with regard to the
interstate transportation of hemp.
Section 10114 of the 2018 Farm Bill
States that “[n]o State or Indian Tribe
shall prohibit the transportation or
shipment of hemp or hemp products
produced in accordance with subtitle G
of the Agricultural Marketing Act of
1946 (as added by section 10113)
through the State or the territory of the
Indian Tribe, as applicable.” Thus,
States and Indian Tribes may not
prevent the movement of hemp through
their States or territories even if they
prohibit its production. Congress also
expressly preempted a State’s ability to
prosecute negligent violations of its plan
as a criminal act in section
297B(e)(2)(c). That preemption is
incorporated into this rule.

Section 3(d)(2) of the E.O. 13132
requires the Federal Government to
defer to the States to establish standards
where possible. Section 4(a), however,
expressly contemplates preemption
when there is a conflict between
exercising State and Federal authority
under Federal statute. Section 297C of
the AMA requires State plans to include
six practice and procedures and a
certification. It also expressly states that
it does not preempt a State’s ability to
adopt more stringent requirements or to
prohibit the production of hemp.

Section 297D of the AMA requires
USDA to promulgate regulations to
implement subtitle G of the AMA which
includes section 297B. Subpart B of the
final rule repeats those requirements,
providing more detail where necessary.
States have wide latitude to develop the
required practice and procedures.
Subpart B includes more details on the
testing and sampling of hemp plants to
establish a national standard to
determine whether the plants meet the
statutory definition of hemp. Likewise,
the final rule requires States to follow
DEA requirements for disposal of
marijuana for cannabis plants exceeding
the acceptable hemp THC level. Finally,
the interim final rule also reaffirms that
States may adopt more stringent
standards and prohibit hemp
production within their jurisdiction.

Section 6 of E.O. 13132 requires
consultation with State officials in
development of the regulations. AMS
conducted significant outreach with
State officials including individual
meetings, participation in conferences
with State officials, and listening
session where State officials from all
States were invited. During our
consultation with the States,
representatives from various State
agencies and offices expressed the
following concerns about sampling and
testing procedures. Most requested that
USDA adopt uniform, national
requirements to facilitate the marketing
of hemp. Some States advocated that
USDA defer to each State to determine
the appropriate procedures for its plan.
USDA recognizes the value of a national
standard to promote consistency while
allowing States the flexibility to adopt
procedures that fit their circumstances.
As explained above, USDA is adopting
performance standards for sampling and
testing. As long as the procedures in the
State plans meet those standards, AMS
will find those procedures acceptable.

As AMS implements this new
program, we will continue to consult
with State officials to obtain their
feedback on implementation. We
encourage States to submit comments
on this interim final rule during the
comment period which closes on
December 30, 2019.

Finally, we have considered the cost
burden that this rule would impose on
States as discussed in the Regulatory
Impact Analysis of this document.

AMS has assessed this final rule in
light of the principles, criteria, and
requirements in Executive Order 13132.
We conclude that this final rule: Is not
inconsistent with that E.O.; will not
impose significant additional costs and
burdens on the States; and will not
affect the ability of the States to
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discharge traditional State governmental
functions.

E.O. 13175 Consultation and
Coordination With Indian Tribal
Governments

AMS has examined the effects of
provisions in the final rule on the
relationship between the Federal
Government and Tribal governments, as
required by E.O. 13175 on
“Consultation and Coordination with
Indian Tribal Governments.” We
conclude that the final rule does have
substantial direct effects on tribal
governments, on the relationship
between the national government and
tribal governments, and on the
distribution of power and
responsibilities among the various
levels of government. The effects of the
rule, however, flow from and are
consistent with the underlying statute.
Section 297B of the AMA, 7 U.S.C.
1639p, directs USDA to review and
approve Tribal plans that meet statutory
requirements and to audit a tribal
government’s compliance with its Tribal
plans. Overall, the final rule attempts to
balance both the autonomy of the tribal
governments with the necessity to create
a Federal framework for the regulation
of hemp production.

As with State plans, tribal
governments will have wide latitude in
adopting the required procedures
including adopting requirements that
are more stringent than the statutory
ones. For reasons stated above in the
federalism analysis, AMS is adopting
national standards for sampling, testing,
and disposal of non-compliant plants
that Tribal plans must adhere to.

AMS has conducted extensive
outreach to tribal governments. On May
1 and 2, 2019, USDA held a formal
tribal consultation on the 2018 Farm
Bill including a session on hemp
production. In addition to the listening
sessions for the general public, USDA
hosted one for tribal governments
following the formal tribal consultation
on May 2, 2019. USDA officials
attended meetings with representatives
of tribal governments.

During those outreach events, tribal
representatives from several Tribal
Governments expressed their opinion
that the 2018 Farm Bill permitted the
USDA Secretary to allow AMS to
approve Tribe plans ahead of issuing
regulations of the USDA plan.
Approving plans immediately would
allow those Tribes (and States) with a
plan to begin planting for the
commercial production of hemp in
2019. The USDA Secretary released a
Notice to Trade (NTT) on February 27,
2019 to explain that tribal and State
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plans would not be reviewed or
approved until AMS finalized
regulations ahead of the 2020 planting
season. Additionally, the NTT stated
that until regulations were in place,
States, Tribes, and institutions of higher
education can continue operating under
authorities of the 2014 Farm Bill. The
2018 Farm Bill extension of the 2014
authority expires 12 months after USDA
has established the plan and regulations
required under the 2018 Farm Bill. A
second Notice to Trade was issued on
May 27, 2019 to clarify again that Tribal
governments through the authorities in
the 2014 Farm Bill are permitted grow
industrial hemp for research purposes
during the 2019 growing season. USDA
appreciates the urgency in which the
Indian Tribes wish to engage in this new
economic opportunity. We have worked
expeditiously to develop and
promulgate this interim final rule so
that States and Tribes will be able to
submit their plans in time for the 2020
season.

Some tribal representatives stated that
the Act requires that the tribal plans
have the specified practice and
procedures and USDA is not authorized
to evaluate them as part of the review
and approval process. We note that the
statute requires that USDA approve
plans that include procedures that meet
the statutory requirements. For example,
section 297B(a)(2)(A)(iii) required a
procedure for effective disposal and
USDA must evaluate whether the plan’s
procedure is effective.

Although Indian Tribes will incur
costs in complying with final rule, those
costs should be outweighed by the
benefits that the Indian Tribes realize in
commercial hemp production occurring
within their territories.

Executive Orders 12866, 13563, and
13771

USDA is issuing this rule in
conformance with Executive Orders
12866 and 13563, which direct agencies
to assess all costs and benefits of
available regulatory alternatives and, if
regulation is necessary, to select
regulatory approaches that maximize
net benefits, which include potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity. Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility.

This rule meets the definition of an
economically significant regulatory
action under Executive Order 12866, as
it is likely to result in an annual effect
on the economy of $100 million or
more. USDA considers this to be a

deregulatory action as it allows the
development of a niche market that
cannot exist under current regulation.
This action will expand production
options and enable interested farmers to
grow hemp.

USDA requests public comment on
the estimated impacts of the rule,
specifically whether there is
information or data that may inform
whether or not the market will
experience a significant shift, either
positive or negative, in the developing
hemp market and on consumers. In
addition, USDA seeks comments and
requests any data or information on
what impacts the regulation may have
on current and future innovation in the
areas of industrial hemp usages and
how much such impacts on innovation
may affect rural communities.

Regulations must be designed in the
most cost-effective manner possible to
obtain the regulatory objective while
imposing the least burden on society.
This rule would establish a national
regulatory oversight program for the
production of hemp. This program is
necessary to effectuate the Farm Bill
mandate to coordinate State and tribal
government hemp production
regulations with the newly established
Federal regulations for hemp production
in States not regulated by State or Tribal
plans. This program is intended to
provide consistency in production,
sampling and testing of hemp product to
ensure compliance with the acceptable
hemp THC level.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is not intended to
have retroactive effect. The discussion
on E.O. 13132, Federalism, above,
addressed the extent in which the 2018
Farm Bill and the interim rule preempt
State law. The discussion on E.O.
13179, Consultation and Coordination
with Tribal governments, above,
addresses the impact that the interim
rule impacts tribal governments. The
discussion above regarding appeals
under new part 990, subpart D,
describes the administrative procedures
that must be exhausted prior to a
judicial challenge.

Regulatory Impact Analysis/Initial
Regulatory Flexibility Analysis

Introduction

The future of the hemp industry in
the United States (U.S.) is anything but
certain. While hemp was produced
previously in the U.S. for hundreds of
years, its usage diminished in favor of
alternatives. Hemp fiber, for instance,
which had been used to make rope and
clothing, was replaced by less expensive
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jute and abaca imported from Asia.
Ropes made from these materials were
lighter and more buoyant, and more
resistant to salt water than hemp rope,
which required tarring. Improvements
in technology further contributed to the
decline in hemp usage. The cotton gin,
for example, eased the harvesting of
cotton, which replaced hemp in the
manufacture of textiles.10

Hemp production in the U.S. has seen
a massive resurgence in the last five
years; however, it remains unclear
whether consumer demand will meet
the supply. From 2017 to 2018, acreage
planted for hemp tripled, reaching
77,844 acres. Hemp planted acreage in
2018 was eight times the acreage
planted just two years prior in 2016.
Acreage in 2019 is expected to at least
double from 2018.11

High prices for hemp, driven
primarily by demand for use in
producing CBD, relative to other crops,
have driven increases in planting. Prices
for hemp products vary from source to
source. Prices for hemp fiber range from
$0.07 per pound to $0.67 per pound,
and prices for hemp grain or seed range
from $0.65 per pound to $1.70 per
pound. Prices for hemp flowers, in
which concentrations of the
cannabinoid cannabidiol, or CBD, are
located, range from $3.50 to $30.00 per
pound or more, depending on the CBD
content. Producer interest in hemp
production is largely driven by the
potential for high returns from sales of
hemp flowers to be processed into CBD
oil. From 2017 to 2018, the number of
licensed producers of hemp more than
doubled to reach 3,543 producers.

The hemp plant is a varietal of the
species Cannabis sativa. While
belonging to the same species as the
plant that produces marijuana, hemp is
distinctive from marijuana in its
chemical makeup. The marijuana plant
contains high levels of the cannabinoid
delta-9 tetrahydrocannabinol (THC),
which is the chemical that produces
psychoactive effects. Hemp may contain
no greater than 0.3 percent THC on a
dry weight basis.

The 2018 Farm Bill explicitly
preserved the authority of the U.S. Food
and Drug Administration (FDA) to
regulate hemp products under the
Federal Food, Drug, and Cosmetic Act
(FD&C Act) and section 351 of the
Public Health Service Act (PHS Act).
Accordingly, products containing
cannabis and cannabis-derived

10 Presentation to USDA by Dr. Eric Walker,
Assistant Professor in the Department of Plant
Sciences at the University of Tennessee, on May 21,
2019.

11 Vote Hemp, U.S. Hemp Crop Reports.
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compounds are subject to the same
authorities and requirements as FDA-
regulated products containing any other
substance.

Legislative History

The production of hemp has a long
history in the United States (U.S.). Prior
to the mid-20th century, hemp had been
cultivated in the U.S. for hundreds of
years to make flags, sails, rope, and
paper. The first regulation of hemp
occurred in 1937 with the Marihuana
Tax Act, which required all producers
of the species Cannabis sativa to register
with and apply for a license from the
Federal Government. The “Hemp for
Victory” Campaign during World War II
promoted production of hemp for rope
to be used by U.S. military forces, but
at the end of the war, the requirements
in the Marihuana Tax Act resumed. In
1970, Congress passed the Controlled
Substances Act, granting the Attorney
General the authority to regulate
production of hemp.

The Agricultural Act of 2014, also
known as the 2014 Farm Bill, defined
hemp as the plant Cannabis sativa L.
and any part of that plant with
concentrations of THC no greater than
0.3 percent on a dry weight basis. Prior
to the 2014 Farm Bill, hemp had never
been designated in a Federal law as
different from cannabis generally. The
2014 Farm Bill authorized institutions
of higher education and State
departments of agriculture to allow for
cultivation of hemp as part of a pilot
program as authorized by State law for
research. Research allowed under pilot
programs included market research, so
hemp was cultivated and sold as inputs
into various consumer products under
the 2014 Farm Bill. This analysis
assumes that such cultivation would
have continued and even expanded in
the absence of the 2018 Farm Bill.

Need for Regulation

The Agriculture Improvement Act of
2018, known as the 2018 Farm Bill,
removed hemp from the list of
controlled substances, decontrolling
hemp production in all U.S. States, and
in territories of Indian Tribes, unless
prohibited by State or Tribal Law. This
action eliminates the uncertain legal
status at the Federal level of hemp
production and allows the U.S.
Department of Agriculture (USDA) to
provide hemp producers with crop
insurance programs, potentially
reducing risk to producers and
providing easier access to capital. The
statute also prohibits interference in the
interstate transport of hemp by States,
including those States which prohibit
hemp production and sales. As a result,

hemp producers will have access to
nationwide markets. The rule is
necessary to facilitate this market by
creating a set of minimum standards to
ensure that hemp being produced under
this program meets all statutory
requirements. Moreover, both the
declassification of hemp, and the
prohibition on interference with
interstate transportation apply to hemp
that is grown under an approved State
or Tribal plan, or under a Federal
license. As a result, this regulation
facilitates provisions of the Farm Bill
that would otherwise be self-
implementing.

Overview of the Action

The 2018 Farm Bill granted regulatory
authority of domestic hemp production
to the State departments of agriculture,
Tribal governments, and USDA. States
and Tribes must submit to USDA plans
which include provisions for
maintaining information regarding the
land on which hemp is produced, for
testing the levels of THC, for disposal of
plants that do not meet necessary
requirements, and for procedures to
ensure compliance with the
requirements of the new part. State and
Tribal Plans must be approved by
USDA. This rule outlines requirements
by which the USDA would approve
plans submitted by States and Tribal
governments for oversight of hemp
production. The 2018 Farm Bill also
directs USDA to develop a plan for use
by hemp producers in States or Tribes
where no State or Tribal Plan has been
approved and which do not prohibit the
cultivation of hemp. These actions will
promote consistency in regulations
governing the legal production of hemp
across the country.

Baseline Definition

In order to measure the impacts of
this rule on affected entities, AMS
defines the baseline such that sales of
hemp products from 2014 through 2019
will be treated as attributable to the
2014 Farm Bill only. While the 2018
Farm Bill permits commercial
production of hemp, and the 2014 Farm
Bill permits production of hemp for
research purposes only, AMS assumes
some of the increasing trend of U.S.
hemp production would have continued
under the provisions of the 2014 Farm
Bill in the absence of the 2018 Farm
Bill. AMS assumes, therefore, that only
50 percent of the growth in sales of
hemp products from 2020 and beyond
will be attributable to the 2018 Farm
Bill. This assumption considers the rate
at which hemp acreage has increased in
recent years, the number of States
whose hemp pilot programs produced a
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crop in recent years, and the number of
States which have passed legislation
following the signing of the 2018 Farm
Bill in anticipation of this rule’s
enactment in time for the 2020 growing
season. As this rule enables the 2018
Farm Bill, 50 percent of the growth in
sales of hemp products beginning in
2020 will be attributable to this rule.

The 2018 Farm Bill provided that
States, Tribes, and institutions of higher
education may continue to operate
under the authorities of the 2014 Farm
Bill for the 2019 planting season. Under
the 2018 Farm Bill, the authority of the
2014 Farm Bill expires one year from
the time that USDA establishes the plan
and regulations required under the 2018
Farm Bill. As this will occur in the fall
of 2019, growers could continue to grow
hemp under the provisions of the 2014
Farm Bill in the 2020 planting season.
For the purpose of this analysis,
however, AMS defines the 2020
planting season as the first year of this
rule’s impact, with 50 percent of the
growth in sales in 2020 being counted
as attributable to the 2018 Farm Bill and
this enabling rule. This analysis
considers the impact of this rule on
affected entities from 2020 to 2022. This
analysis utilizes hemp market data from
industry associations, state departments
of agriculture, and universities.

While the 2018 Farm Bill permits
commercial production of hemp, and
the 2014 Farm Bill permits production
of hemp for research purposes only,
AMS assumes the increasing trend of
U.S. hemp production would have
continued under the provisions of the
2014 Farm Bill in the absence of the
2018 Farm Bill. AMS assumes,
therefore, that 50 percent of the growth
in sales of hemp products from 2020
and beyond will be attributable to the
2018 Farm Bill. This assumption
considers the rate at which hemp
acreage has increased in recent years,
the number of States whose hemp pilot
programs produced a crop in recent
years, and the number of States which
have passed legislation following the
signing of the 2018 Farm Bill in
anticipation of this rule’s enactment in
time for the 2020 growing season. As
this rule enables the 2018 Farm Bill, 50
percent of the growth in sales of hemp
products beginning in 2020 will be
attributable to this rule.

The 2018 Farm Bill provided that
States, Tribes, and institutions of higher
education may continue to operate
under the authorities of the 2014 Farm
Bill for the 2019 planting season. Under
the 2018 Farm Bill, the authority of the
2014 Farm Bill expires one year from
the time that USDA establishes the plan
and regulations required under the 2018
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Farm Bill. As this will occur in the fall
of 2019, growers could continue to grow
hemp under the provisions of the 2014
Farm Bill in the 2020 planting season.
For the purpose of this analysis,
however, AMS defines the 2020
planting season as the first year of this
rule’s impact, with 50 percent of the
growth in sales in 2020 being counted
as attributable to the 2018 Farm Bill and
this enabling rule. This analysis
considers the impact of this rule on
affected entities from 2020 to 2022, This
analysis utilizes hemp market data trom
industry associations, state departments
of agriculture, and universities.

Affected Entities

Hemp producers in States and
territories of Indian Tribes that allow for
hemp production will be impacted by
this rule.

State departments of agriculture and
Tribal governments will also be affected
by this rule. State departments of
agriculture and Tribal governments will
bear the responsibility to ensure that
hemp producers abide by the State and
Tribal plans for regulating hemp. Prior
to the passage of the 2018 Farm Bill, at
least 40 States had enacted hemp
legislation."2 With the passage of the
2018 Farm Bill, nearly all of the
remaining U.S. States have followed
suit. Discussions with State departments
of agriculture that currently oversee
hemp pilot programs indicate that the
authorization requirements for growing
hemp for research purposes are similar
lo those included in Slate Plans
submitted to USDA for approval. The
2018 Farm Bill, however, includes
greater requirements for authorization
than what the 2014 Farm Bill mandated,
such as information sharing and a
criminal history report for licensees.

States that oversaw pilol programs
under the 2014 Farm Bill, therefore, will
likely need additional resources to run
the State programs under the 2018 Farm
Bill. States and Indian Tribes that did
not have a pilot program under the 2014
Farm Bill and thal submit plans to
USDA for a program under the 2018
Farm Bill may require hiring of new
staff to oversee the program. States and
Tribes will also be subject to reporting
and recordkeeping requirements
resulting from this rule. If a State or
Tribe chooses not to develop its own
plan, then hemp producers within that
State or Tribe may utilize the plan
developed by USDA, unless prohibited
by State or Tribal Law.

Regulatory Impact Analysis

Executive Orders 12866 and 13563
direct agencies to assess all costs and
benefits of available regulatory
alternatives when an action is deemed
to have significant impacts. If regulation
is necessary, then agencies must select
the action that maximizes net benefits,
including potential economic,
environmental, public health and safety
effects, and equity.

Executive Order 13771 mandates that
agencies provide the best approximation
of total costs associated with a new or
repealed regulation. AMS has prepared
this Regulatory Impact Analysis with
the purpose of accomplishing these
objectives.

USDA considers this to be a
deregulatory action under Executive
Order 13771 as it allows for the
development of a niche market that
cannot exist under current regulation.
This rule removes barriers to entry and
enables domestic farmers to grow hemp.

Expecled Benefits and Costs of the Rule

The 2018 Farm Bill grants
authorization for production of hemp to
all States and Indian Tribes, unless
prohibited by State or Tribal Law. This
rule enables Slales, Tribes, and USDA Lo
regulate this authorization. This rule is
expected to generate benefits and costs
to hemp producers and State
departments of agriculture and Tribal
governments. The benefits of this rule
are expected to outweigh the costs,
however, and the burden on the
impacted entities is anticipated to be
minimal.

Benefits and Costs of Production

Farmers grow hemp for three
products: Floral material, fiber, and
grain. Based on data from State
departments of agriculture and from
surveys by the National Industrial Hemp
Regulators, a working group comprised
of industrial hemp program managers
from Stale departments of agriculture,
AMS estimates that about two-thirds of
hemp acreage planted is for floral
material, while the remaining third is
divided evenly between fiber and grain.

The nascent market for industrial
hemp causes eslimates of yield and
price for hemp products to vary widely
from source to source. Table 1 shows a
range of potential gross revenues
received by producers using ranges of
yield and price estimates from Vote
Hemp, the University of Kentucky, the
Kentucky Department of Agriculture,
and the Congressional Research
Service."® Using low and high estimates
for yield and price from these sources,
AMS calculated a potential range of
gross revenue to producers of hemp
products of $2,443 per acre to $25,682
per acre.

Table 1. Estimated gross revemue pér planted aere: to producers of hemp products

St Planted  Low High Low Higlj Low gross | High gross
acre yield/acre | yield/acre | price/lb. | price/1b. revenue ‘Tevenue

Flowers 2/3 1,000 1,200 | § 250 [ 30.00 | & 2,333 | 5 24,000

Fiber 1/6 2,000 11,000 s .07 3 0. 67 5 23 5 1,228

Grain 1/% 200 1,600 5 .65 $ 1.70 a 27 5 453

Estimated gross revenue received by producers per acre of hemp ' S 2,443 | § 25;682

Sources: Vote Hemp; University of Kentucky, Industrial Hemp Budget 2019; Kentucky
Departmsnt of Agriculfure; Congressional Research Service, Defining Hemp:' A Fact Sheet.

Variable costs per acre to producers,
as eslimated by the Universily of

12Vole Hemp, 2017 T.S. Hemp Crop Reporl,

14 Vole Hemp, 11.S. Hemp Crop Report available
at https://www.votehemp.com/u-s-hemp-crop-
report/.

Kentucky, are shown in Table 2. These
variable cosls are weighled by the

Mark, Tyler and Shepherd, Jonathan, Hemp &
Lnterprise CBD Budget Model available at http://
hemp.ca.uky.edu/.
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portion of planted acreage for each
product as estimated in Table 1. The

Johnson, Renee, Hemp as an Agricullural

Commodity, Congressional Rescarch Service, June
2018.
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resull is a weighled variable cost of $19,421 Lo produce one acre of hemp
products.
Table 2. Variable costs per acre to producers of hemp products
Product Variable planted acre Variable costs weighted
costs by planted acre portion
Flowers $ 28,638 2/3] $ 19,092
Fiber $ 1,077 176} s 180
Grain $ 898 1/6] $ 150
Total s 19,421
Source: University of Kentucky, Industrial Hemp Budget 2019.

To estimate producer returns above
variable cost, the weighted variable cost
per acre is subtracted from the low and
high estimates of gross revenue per acre
under the scenario of lowest yield and
lowest price received per acre and the
scenario of highest yield and highest
price received per acre. Under the low
estimate of gross revenue per acre, a
hemp producer who plants two-thirds of
an acre for flowers, and the remaining
one-third acre split between fiber and
grain loses $16,978 per acre. Under the
high estimate of gross revenue per acre,
a hemp producer sees a return of $6,260
above variable costs. It is important to
consider that fixed costs are not
included among these estimates;
therefore, net returns will likely be
lower than these results.

In addition to the previously-
menlioned variable cosls (o grow hemp,
AMS considered the opportunity costs
to the hemp producer of crops that may
have otherwise been planted. Using data
from the National Agricultural Statistics
Service (NASS), AMS calculated an
average gross return per acre of
cropland, weighted by area planted or
bearing, of $591. This estimate
represents the potential revenue per
acre of the crop that a potential hemp
producer foregoes to plant hemp instead
of other crops including traditional field
crops. However, hemp may also attract
new producers not currently growing
other crops. Subtracting this
opportunity cost from the average gross
revenue per acre (discussed in more
detail below) yields a net social benefit
eslimale of approximately $2,060 per

acre. For individual growers, however,
returns may vary widely—and even be
negative.

The per acre net return estimates are
based largely on crop enterprise budgets
which represent expected costs and
returns assuming the grower actually
brings a crop to market. There are many
things that can preclude actually
bringing a planted crop to market
including; loss due to weather, pests, or
disease, reduced output due to
inexperience with the crop, and growing
a crop that exceeds the acceptable hemp
THC level.

The gross social benefit of the crop is
best represented by what customers are
willing to pay for the crop. To generate
a social benefit per acre, we looked at
data from the 2018 Processor/Handler
Production Reports to the Kentucky
Department of Agriculture. In 2018
Kentucky farmers were paid $17.75
million for harvested hemp materials
from 6,700 planted acres. This results in
a societal willingness to pay (assuming
Kentucky is sufficiently representative
of the United States) of around $2,650
per acre. Using this average accounts for
acres with unusually high returns as
well as acres with low or no returns.

So, while individual growers may see
returns ranging from a loss of $17,578 to
a relurn of $5,669 per acre, sociely can
expect a benefit of $2,058 (=
$2,650—$591) per acre.

Estimated Number of Producers

In each year since the 2014 Farm Bill,
the number of licensed producers and
the amount of acreage planted has

increased substantially. According to
Vote Hemp, there were a total of 3,543
producer licenses issued by Slates in
2018, up from 1,456 in 2017, and 817
licenses in 2016. Planted acreage in
2018 was 77,844 acres, up from 25,723
in 2017, and 9,649 acres in 2016. No
official estimates of hemp planted
acreage, or the number of producer
licenses exist for 2019 as of yet;
however, industry members agree that
2019 planted acreage will likely at least
double acreage planted in 2018. If this
ocecurs, then hemp planted acreage will
reach almost 160,000 acres in 2019. See
Table 3 below. This increase in acreage
is likely due in part to new producers
entering the market and in part to
current producers expanding their
acreage.

Based on data from the State
departments of agricullure in Colorado,
Kentucky, and Oregon, which together
make up 47 percent of planted acreage
and 45 percent of producer licenses
nationwide, average planted acreage per
producer is 24 acres. Assuming that all
77,844 additional acres in 2019 are
planted by new producers entering the
market, and that each one plants the
average of 24 acres, then 2019 should
see approximately 3,244 new producers.
This is a reasonable assumption given
the growth in licenses year over year,
Based on this, there should be
approximately 6,787 U.S. hemp
producers in 2019, as shown in Table 3.
For purposes of this analysis, we expect
the number of producers to increase at
the same rate as increased hemp sales as
discussed below,

Table 3. Number of producer licenses and planted acreage,

2016-2019%e
2016 2017 2018 2019%e
Number of licenses 817 1,456 3,543 6,787
Planted acres 9, 649 25,923 77,844 155, 688
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Projected Growth in Gross Revenues

The Hemp Business Journal estimates
sales of U.S. hemp-based products from
2018 to 2022. The growth rates of these
sales from year to year are shown in
Chart 1. It is important to remember that
even though the 2018 Farm Bill
removed hemp from the list of
controlled subslances, it preserved the
authority of the Food and Drug
Administration (FDA) to regulate
products which contain cannabis. Sales
of hemp-based products are expected to
increase about 15 percent from 2018 to

2019. Tn 2020, sales are expecled lo
grow about 14 percent, in 2021, 19
percent, and in 2022, 16 percent. While
these growth rates represent consumer
sales and may not necessarily accurately
depict the state of the hemp market at
the producer level, these estimates are
the best available to AMS at this time.
Although cerlain cannabis-derived
compounds are generally prohibited to
be added to food and dietary
supplements, because of their status as
pharmaceutical ingredients, the FDA
has authority to issue a regulation
allowing the use of such ingredients in

food and dielary supplements. FDA has
stated that they are actively considering
this issue. If FDA does not provide
clarity about their plans for future
regulation of CBD, there will continue to
be uncertainty and downward pressure
on the CBD portion of the hemp market.
This is important because the Hemp
Business Journal estimates appear to
assume that there are no prohibitions on
adding CBD to consumer products. As a
result, full realization of the benefits
estimated here could be delayed
pending regulatory certainty.

BILLING CODE 3410-02-P

! Chart 1. Growth of U.S. hemp-based product sales g
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Data from the 2018 Processor/Handler
Production Reports to the Kentucky
Department of Agriculture also show
that gross sales by processors reached

11—

Millions

2011 2012

BILLING CODE 3410-02-C

1f gross producer returns are 31
percent of total consumer sales,
estimated total producer returns in 2018
were approximately $315 million. In
2019, estimated total producer returns
will be approximately $362 million, in
2020, approximalely $413 million, in
2021, approximately $491 million, and
in 2022, approximately $570 million.
Not all of the producer sales in Chart 3
are the direcl result of this rule,
however. The forecasts shown in Chart
1 were published by the Hemp Business
Journal in the summer of 2018, before
the 2018 Farm Bill was passed by
Congress. This indicates that the hemp
market was expected to grow regardless
of the hemp provisions in the 2018
Farm Bill.

Total costs for State licensing,
sampling, and testing under the pilot
programs generally amounted to about
$1,000 per producer. This includes
administration of certified seed schemes
in certain States. Measurable impacts to
the hemp industry resulting from this
rule will not occur until 2020. It is
difficult to estimate the increase in total
returns to producers as a result of this
rule. AMS estimales that this rule is
responsible for as much as 50 percent of
the increase in total producer returns
from year to year. This assumption
considers the rate at which hemp
acreage has increased in recenl years,
the number of States whose hemp pilot
programs produced a crop in recent
years, and the number of States which
have passed legislation following the
signing of the 2018 Farm Bill in

2013

$57.75 million in 2018. Of this, gross
returns to farmers was approximately 31
percent of total processor gross sales.
Applying 31 percent to the consumer

2017 2018e 201% 2020e

2014 2015 2018

anticipation of this rule’s enactment in
time for the 2020 growing season.

Because we would expect hemp
production to continue to grow under
preexisting State programs, we do not
helieve it is appropriate to attribute all
production growth beyond 2020 to this
rule. Since roughly half of the States
had operating programs in 2018, we
assumed that half of future projected
growth could have occurred in the
absence of this rule. Based on the total
estimated producer returns, AMS
estimates that increases in hemp sales
directly resulting from the rule will be
approximately $25.5 million in 2020,
$64.5 million, cumulative, in 2021, and
$104 million, cumulative, in 2022.
Media reports about the 2018 Farm
Bill’s approach to hemp seem to
indicate that there may be future
innovation that would increase
producer returns and investment. We
request comment about the potential for
innovation and the uncertainty and its
impact on the market vis a vis steady
state.

Costs of State and Tribal Plans

Under most State pilot programs
administered under the 2014 Farm Bill,
hemp producers paid fees to State
departments of agriculture for State
licenses to grow hemp, and for sampling
and testing of TIIC content. These fees
generally fully fund the program'’s
operation and are a reasonable proxy for
the costs to States of administering a
plan. Total costs for State licensing,
sampling, and testing under the pilot
programs generally amounted to about
$1,000 per producer. Discussions with
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sales estimates in the chart above
provides an estimate of gross producer
returns (and social willingness to pay)
over the next four years.

Chart 3. Hemp-based product producer sales in the U.S.

2021e 2022e |

State departments of agriculture that
oversee hemp pilot programs indicate
that the provisions for growing hemp for
research purposes will be similar to
those in the State Plans submitted to
USDA for approval. While the 2018
Farm Bill added additional
requirements for growing hemp that
were not in the 2014 Farm Bill, it is
difticult to determine how these
additional requirements will impact fees
for licensing, sampling, and testing paid
by producers to States. For the purpose
of this analysis, AMS finds that a cost
of $1,000 per producer is the most
reasonable estimate of these annual fees
and, by extension the cost to States and
Tribes of administering a regulatory
program. We have no reason at this time
to assume that the Federal government
will be any more or less efficient at
implementing the Federal program for
producers who operate under a USDA
license rather than a Slate or Tribal
program. The Federal plan does not
require licensed producers to use
certified seed, nor will USDA provide
producers with access to certified seed.
Accordingly, we use this same $1,000
estimate as a proxy for the cost of
administering a program by the Federal
Government as well.

In addition to these fees, a producer
bears the burden of gathering the
information for and filling out an
application for licensing. AMS estimates
that the time required of a producer to
apply for a license to grow hemp will
be approximately 10 minutes or 0.17
hours. The mean hourly wage of a
compliance officer, as reported in the
May 2018 Occupational Employment
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Statistics Survey of the Bureau of Labor
and Statistics, was $35 per hour.
Assuming 39 percent of total
compensation accounts for benefits,
total compensation of a compliance
officer is $57 per hour. Multiplying this
wage hy the time spent to complete a
license application results in an annual
burden cost to producers of about $10
per license application.

State departments of agriculture and
Tribal governments will likely need to
increase their staff to successtully
oversee hemp programs. States with
pilot programs typically employ about
four full-time staff members to manage
their industrial hemp programs. The
estimated increase in hemp acreage in
2019 indicales a likely increase in
licenses and applications; therefore,
States with hemp programs may need to
hire additional employees, States and

Tribes without hemp pilot programs
under the 2014 Farm Bill that have their
own plans in place under the 2018 Farm
Bill will also need to hire new staff
members. The fees paid by producers to
States and Tribes to participate in the
hemp program will likely cover the
staffing costs.

Costs of USDA Plan

AMS has developed a Federal Plan for
hemp producers to utilize when their
State or Tribe does not have its own
plan in place. The Federal Plan requires
an initial application for a license. The
license must then be renewed every
three years. A criminal history report is
required with every license application.
The costs to a producer of completing a
license application and of submitting a
criminal history report will be
quantified in the “Costs of Reporting

and Recordkeeping” section. The
Federal Plan also includes sampling and
testing provisions, which will result in
costs to producers. USDA will bear the
costs of program administration and
does not intend to charge producers a
licensing fee unless Congress provides
the authority to USDA to charge fees for
this program in the future. On average,
the annual fee that producers paid to
States to participate in the pilot
programs, which included licensing,
was $1,000 per license. This will be
used as a proxy for the cost lo USDA of
program administration.

Sampling and testing costs under the
Federal Plan are tied to acreage and how
licensees designate the lots where hemp
is grown. Projected costs for sampling
and tesling an average 24-acre lot are
summarized in Table 4.

Table 4. Costs to hemp producers of sampling and testing under the
Federal Plan assuming an average 24-acre lot
Sampling
Estimates| Hourly Time R quve Avg MileaHe Total
time . rate
wage (hrs) mileage . cost
(hrs) ($/mile)
Low $ 1:52 0: 5 2 1075 5 $ 0.58 $ 443
High $ 152 1 2 108 $ 0.58 $ 520
Testing
Grand total per
Estimates| Hourly Time Testing & Total tested sample per
wage (hrs) reporting cost lot
Low S lel 0.5 $ P S 155 S 599
High s lel 2. $ 150 $ 312 $ 830

The hourly total compensation, which
includes wage and henefits, for a
federally-contracted inspector who
conducts sampling is $152, and the
hourly total compensation for a
federally-employed lab technician who
tests the sample is $161. The standard
rate for reimbursement for miles driven
at the Federal level is $0.58 per mile.
With information from State
departments of agriculture, AMS
calculated a range of time spent on
sampling, and an average of time spent
driving and miles driven by an
inspector to and from the sampling
location. The range of time spent on
testing and of costs for testing and
reporting were calculated using input
from licensing and testing specialists
within AMS. Depending upon the

quality of the sample taken and the lime
spent on sampling and testing, the total
cost of sampling and testing to a
producer ranges from $599 to $830 per
tested sample per 24-acre lot. AMS
notes that transportation costs are tixed
under this analysis assuming all lots
tested are at the same farm. If a producer
grows multiple varieties of hemp, or
designates multiple lots of hemp with
the same variety, then each lot is subject
to individual sampling and lesting.
Total sampling and testing costs,
therefore, depend upon the number and
size of lots.

Costs of Reporting and Recordkeeping

The 2018 Farm Bill requires AMS to
prepare and submit an annual report
conlaining updates on the
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implementation of the domestic hemp
production program to the Committee
on Agriculture of the House of
Representatives and the Committee on
Agriculture, Nulrition, and Forestry of
the Senate. To help collect the
information necessary lo complete this
report, and to collect additional
information, as necessary, to administer
the hemp program, AMS has developed
seven new forms, These forms require
specific information be submitted by
States and Tribes operating their own
domestic hemp plans, from producers
participating in the USDA Plan, and
trom laboratories testing for THC
content. The annual burden in time and
cost has been evaluated for each form.
These time and cost figures have been
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approximated to the nearest whole
number.

Respondents: States and Tribes
Operating Their Own Plans

States and Tribes with approved plans
are required to report certain
information to USDA. USDA will collect
this information from States and Tribes
through three forms: The “State and
Tribal Hemp Producer Report” form, the
““State and Tribal Hemp Disposal
Report” form, and the “State and Tribal
Hemp Annual Report” form. AMS
estimates that the time required of
States and Tribes to fill in the
information for each of these forms will
be 20 minutes or 0.33 hours. The time
required of producers to supply the
information for the ““State and Tribal
Hemp Producer Report” form and the
“State and Tribal Hemp Disposal
Report” form will be 10 minutes, or 0.17
hours, apiece. The “State and Tribal
Hemp Producer Report” form and the
“State and Tribal Hemp Disposal
Report” form are due to USDA every
month. The annual time burden for
States and Tribes to respond to each of
these two forms, therefore, is 4 hours
per respondent. The annual time burden
for producers to supply the information
for each of these forms will be 10
minutes, or 0.167 hours, per respondent,
plus an additional 5 minute
recordkeeping burden per form. The
“State and Tribal Hemp Annual Report”
form must be submitted to USDA once
per year; the annual time burden,
therefore, remains 0.33 hours per
respondent. The “State and Tribal
Hemp Annual Report” form is
anticipated to place a burden on
producers participating in the State and
Tribal Plan of 15 minutes per producer
(10 minutes for reporting and 5 minutes
for recordkeeping).

Each of these forms required from
States and Tribes is expected to generate
a recordkeeping burden of 5 minutes or
0.08 hours, apiece, per recordkeeper.
Altogether, the annual time burden of
reporting and recordkeeping per State
and Tribe operating under its own plan
is estimated to be 9 hours. The mean
hourly wage of a compliance officer, as
reported in the May 2018 Occupational
Employment Statistics Survey of the
Bureau of Labor and Statistics, was $35
per hour. Assuming 39 percent of total
compensation accounts for benefits,
total compensation of a compliance
officer is $57 per hour. Multiplying this
by 9 hours results in a total annual
burden cost to each State and Tribe
operating under its own plan of $490.
AMS estimates that 100 States and
Tribes will operate under their own
plans. The annual burden for these 100

States and Tribes of reporting and
recordkeeping is 858 hours costing
$49,046 per year.

The information necessary for States
and Tribes to submit the “States and
Tribal Hemp Producer Report comes
from the information supplied by
producers in their license applications.
AMS estimates that 8,000 producers
will submit license applications over
three years. AMS estimates a cost of
approximately $10 per license
application (based on approximately 10
minutes of burden). These costs will not
occur uniformly over the three years as
both new and existing processors will
need to provide this information in the
first year of the program. As result, AMS
estimates a cost to producers operating
under State and Tribal plans of $55,000
in 2020, $12,000 in 2021, and $13,000
in 2022—or an average cost of $27,000
per year.

In addition, producers will be
required to prove that they do not have
prior drug related convictions that
would disqualify them from
participation in the program. States
have some flexibility in what they
require of applicants to make this
demonstration. However, for purposes
of this analysis, we will use the same
cost for States and Tribes that we use for
USDA licensees, which is $54 per
licensee. This results in estimated costs
of $291,000 in 2020, $65,000 in 2021,
and $70,000 in 2022—or an average cost
of $142,000.

Additionally, AMS estimates that an
average of 2,680 14 producers will
supply information to States and Tribes
for the “State and Tribal Hemp Disposal
Report” form each year at an estimated
cost of $38,000 per year.

The total average annual burden on
producers to supply information to
States and Tribes associated with these
two reports will be 1,169 hours, with an
estimated cost (including criminal
history information) of $230,000.

In addition, growers of crops that test
above the acceptable hemp THC level
are responsible for the proper disposal
of those non-compliant crops. While the
rule makes the producer responsible for
the costs of this disposal, such disposal
represents a real expenditure of societal
resources; as such they are a cost of the
rule irrespective of who is directly
responsible for those costs. The
opportunity cost of lost sales is already
incorporated in our calculation of

14 There is no way to know for certain how many

samples will test beyond the 0.3 percent threshold
for THC on a dry-weight basis; however, based on
information discussions with States that have a
hemp program under the 2014 Farm Bill, AMS
estimates that 20 percent of lots per year will
produce cannabis that tests high for THC content.
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benefits since our average benefits per
acre are based on total sales and total
planted acres and non-compliant acres
(which have zero value as hemp) are
included in the average expected
benefit. However, the additional
physical costs of disposal are not
represented in the calculation of
benefits. As a result, we need to
calculate the additional cost imposed by
the disposal requirement.

We have no information on the cost
of disposing of non-compliant hemp.
So, we developed an assumed disposal
cost of $200 per acre based on the
estimated cost of the physical activities
related to disposal. According to the
University of Kentucky crop enterprise
budgets for hemp, the cost of harvesting
and transporting hemp grown for fiber
is roughly $100 per acre.1> We double
this amount to account for the
likelihood that there will be additional
oversight and documentation required
to demonstrate legal disposal. However,
we still have no way to estimate any
additional cost associated with the
physical destruction required after the
crop is removed from the farm.

Using this rough cost estimate, the
average annual quantified cost of
disposal under State and Tribal
programs is $6.432 million.

Respondents: Producers Participating in
the USDA Plan

To produce hemp under the USDA
Plan, a producer, which may be an
individual producer or a business,
would need to complete the “USDA
Hemp Plan Producer Licensing
Application” form and be issued a
license. AMS estimates the time
required of a producer to fill out this
form to be 10 minutes or 0.17 hours.
The recordkeeping required for this
form is estimated to be 5 minutes, or
0.08 hours. The total burden per
respondent of this form is 15 minutes,
or .25 hours. Licenses under the USDA
Plan must be renewed every three years.
Assuming that there will be 1,000
participants in the USDA Plan, AMS
estimates that over a three-year period,
there will be 667 respondents in each
year. The total annual burden for this
form, therefore, will be 167 hours with
a cost of $9,541.

In addition to the “USDA Hemp Plan
Producer Licensing Application” form
to be submitted once every three years,
producers must submit criminal history
reports for each of their key
participants. AMS estimates each

15 We used hemp grown for fiber as the basis for
our assumption because hemp grown for flower or
seed use more refined methods of harvesting that
are no longer necessary if the resultant product
(flower or seed) no longer has market value.
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producer to have three key participants
that would submit criminal history
reports to USDA. The cost of a criminal
history report is $18 apiece, which
results in a cost of $54 per participant.
As stated previously, AMS estimates
that it will receive 333 license renewals
in each year over a three-year period.
The average annual cost of the criminal
history reports that will accompany
these renewals is $17,982 annually.

Similar to the required annual report
submitted by States and Tribes to
USDA, producers operating under the
USDA Plan must submit the “USDA
Hemp Plan Producer Annual Report” to
USDA each year. AMS estimates the
time burden of submitting this form to
be 20 minutes, or 0.33 hours. The
recordkeeping burden of this form is
estimated to be 5 minutes, or 0.08 hours.
Together, the burden of this form is 25
minutes, or 0.42 hours, per respondent.
AMS estimates 1,000 participants in the
USDA Plan. The total burden of this
form, therefore, is 417 hours, costing
$23,808 annually.

When a hemp sample tests above the
acceptable hemp THC level, the material
from the production area which the
sample represents must be destroyed by
a person authorized under the CSA to
handle marijuana, such as a DEA-
registered reverse distributor, or a duly
authorized Federal, State, or local law
enforcement officer or their designee.
Producers must document the disposal
of all marijuana. This can be
accomplished by either providing USDA
with a copy of the documentation of
disposal provided by the reverse
distributor or with the “USDA Hemp
Plan Producer Disposal Form”. AMS
estimates the time required to complete
this form to be 20 minutes, or 0.33
hours, which would be split between
the producer and authorized agent who
carries out the disposal. The
recordkeeping required for this form
would amount to 5 minutes, or 0.08
hours, per respondent. The total burden
of this form is, therefore, 15 minutes, or
0.25 hours, for a producer, and 10
minutes, or 0.17 hours, for an
authorized agent. Together, the burden
is 25 minutes, or 0.42 hours, per
respondent.

Using the same assumptions regarding
the prevalence of non-compliant crops
and the costs of disposal that were used
in generating the estimates of hemp
disposal reporting (and disposal) for
State and Tribal programs, the 1,000
producers that will participate in the
USDA Plan will generate 400 samples
will test high for THC content. The total
reporting burden of this form will
amount to 167 hours and cost $9,523
annually. Additionally, producers

operating under USDA licenses are
expected to incur quantified disposal
costs of $960,000 annually.

Altogether, the annual burden of the
“USDA Hemp Plan Producer Licensing
Application”, the “USDA Hemp Plan
Producer Disposal Form”, and the
“USDA Hemp Plan Producer Annual
Report” amounts to an annual total of
666 hours and a cost of $37,962. Adding
in the criminal history report cost brings
the total to $55,962 annually.

Respondents: Laboratories

The Farm Bill requires that all
domestically produced hemp be tested
for total THC content on a dry-weight
basis, whether produced under a State
or Tribal Plan or the USDA Plan. To
facilitate this, AMS is requiring all
laboratories testing hemp for THC to
submit all test results, whether passing
or failing, via the “Laboratory Test
Results Report”. AMS estimates this
form to generate a total annual reporting
burden of 30 minutes, or 0.5 hours, per
test or submitted form, and a total
annual recordkeeping burden of 5
minutes, or 0.08 hours, per producer.
Together, the reporting and
recordkeeping burden for this form is 35
minutes, or .58 hours.

There is no way to know for certain
how many tests laboratories will
conduct in a single year and how many
of them will be subject to re-testing.
AMS estimates, however, that
laboratories will receive two samples
representing two lots of hemp material
from 7,700 producers, resulting in
15,400 tests annually. The total annual
burden of these tests and the
accompanying “Laboratory Test Results
Report” form is, therefore, 8,399 hours,
and costs of $478,743.

Respondents: All Producers

The Farm Service Agency (FSA)
collects information on crop acreage
through the “Report of Acreage” form.
All hemp producers will be required to
fill in the information for this form once
they receive their license or
authorization from USDA, a State, or
Tribe. AMS estimates this form to
generate a reporting burden of 30
minutes, or 0.5 hours, and a
recordkeeping burden of 5 minutes, or
0.08 hours. AMS assumes that an
average of 7,700 producers will respond
to this form each year, resulting in a
total annual burden of 4,466 hours, and
a cost of $254,562.

Total Reporting and Recordkeeping
Costs for All Respondents

Altogether, the annual burden for
reporting and recordkeeping for all
respondents is 17,362 hours, costing a
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total of $$989,634 per year. This is the
sum of the annual burden of reporting
and recordkeeping to States and Tribes
operating their own plans, to producers
participating in the State and Tribal
Plans, to producers participating in the
USDA Plan, including the cost of a
criminal history report for three key
participants, and to laboratories testing
samples for THC content.

Alternatives to the Rule

The actions in this rule are mandated
by the 2018 Farm Bill, which enables
States, Tribes, and USDA to establish
rules and regulations for the domestic
production of hemp. The statute
requires USDA to develop criteria for
approval of plans submitted by State
and Tribal governments for regulation of
domestic hemp production. If no State
or Tribal Plan has been approved, then
hemp producers in these States or
Tribes may utilize the plan developed
by USDA. These plans will promote a
greater level of consistency in
regulations governing the legal
production of hemp across the United
States.

In developing the sampling
procedures for the Federal Plan, AMS
considered the protocols for sampling
used by State departments of agriculture
and by countries that regulate hemp
production. In addition, AMS reviewed
sampling methods recommended by
Codex Alimentarius, which is the
central part of the Joint Food and
Agriculture Organization (FAO)/World
Health Organization (WHO) Food
Standards Program and was established
by FAO and WHO to protect consumer
health and promote fair practices in
food trade. After research and review of
multiple sampling protocols, AMS
adopted the best option among the
alternatives.

The 2018 Farm Bill mandates testing
using post-decarboxylation or other
similarly reliable methods where the
total THC concentration level considers
the potential to convert delta-9-
tetrahydrocannabinolic acid (THC-A)
into THC. Testing methodologies
meeting these requirements include
those using gas or liquid
chromatography with detection. These
methods are the industry standard for
post-decarboxylation testing. While
these methods were chosen by AMS as
the best option for testing, alternative
sampling and testing protocols will be
considered if they are comparable to the
baseline mandated by the 2018 Farm
Bill and established under the USDA
Plan and Procedures.

Alternatives to the selected
procedures for sampling and testing for
THC content included connecting a
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producer lot of cultivated hemp to a
standard unit of measure. AMS
considered describing one lot as one
acre of hemp. This alternative was
abandoned, however, as it would have
required every acre of hemp to be
sampled and tested, which would have
resulted in high costs to producers and
overwhelming volume to laboratories.

Net Benefits From the Rule

AMS has provided the approximation
of the total costs and benefits associated
with this new regulation. Using the
costs and benefits introduced in the
preceding sections, AMS has calculated
the net benefits of this rule in Table 5
using an upper bound estimate of costs.
The results shown in Table 5 were
calculated using many assumptions.
These figures are only estimates using
the data that was available to AMS. The
absence of industry and government
data along with the high degree of
uncertainty regarding the future of the
hemp market makes accurately
capturing the impact of this rule on the
hemp industry an impossible task.
Regardless, AMS estimated the net
benefits of this rule in years 2020, 2021,
and 2022 as shown in Table 5. AMS has
also calculated the net benefits of the
rule using a lower bound estimate of
costs. The results of that analysis are
shown in Table 5a. The assumptions
used to calculate the lower bound
estimate are discussed later in this
document.

The costs and benefits associated with
this rule will begin in the year 2020.
From the signing of the 2018 Farm Bill
to the enactment of this rule in time for
the 2020 growing season, the domestic
hemp market will be in a state of
transition as cultivation of hemp moves
from research only to
commercialization. The hemp industry
in 2018 represents the baseline of this
analysis, and the first year which will
see impacts from this rule is 2020. The
time between will be considered a
transitional period as the hemp industry
adjusts to incorporate the provisions
authorized in the 2018 Farm Bill.

The benefits of this rule primarily
include producer sales that are
estimated to be due to the hemp
provisions in the 2018 Farm Bill and
this rule which enables those
provisions. Gross revenues represent the
best proxy for consumer willingness to
pay and social benefits.16 As the

16We note that if gross willingness-to-pay is
presented as a regulatory benefit, then marginal
costs of production must be included as a line item
in the regulatory cost analysis. An alternative,
reduced-form approach would be to include only
producer surplus (or the related concept of profits)
and consumer surplus in the benefits analysis.

demand for and sales of hemp increase
over time, the number of licensees is
estimated to grow proportionally (for
the purposes of this analysis). As a
result, we estimate the number of
licensees (State, Tribal, or Federal) to
increase from roughly 6,494 in 2020 to
7,720 in 2021, to 8,962 in 2022.

The benefits and cost of this rule are
shown in Tables 5 (summarizing upper-
bound cost estimates and associated net
benefits) and 5a (summarizing lower-
bound cost estimates and associated net
benefits). In Table 5, the estimated net
benefits of this rule amount to a loss of
$4 million in 2020, a benefit of $23
million in 2021, and a benefit of $49
million in 2022. As noted previously,
this calculation is based on an upper
bound estimate of the costs of the rule.
This estimate includes costs to all
growers, not just the new entrants
resulting from the rule. (In other words,
we are incorporating a significant
amount of cost that would have been
incurred by producers even in the
absence of this rule.)

Benefits are based on a share of
growth being attributable to the rule
while the cost calculations include the
costs of compliance borne by all
producers, including those that are
already growing hemp under the 2014
program and those that would expect to
grow hemp under that program in the
event that USDA did not promulgate
this rule. This leads to costs being
overstated relative to the benefits
calculated. Many of the costs estimated
as attributable to this rule actually
represent expenditures of resources that
would have taken place under the 2014
program.

We did this for two reasons. The first
is simply to demonstrate what we think
the full cost of a program similar to the
one we are promulgating would be. The
second is because the specific
requirements of this rule may be slightly
different from requirements already in
place in States operating hemp
programs under the 2014 Farm Bill and
we did not want to ignore the fact that
these changes may have costs. Put
another way, producers under the 2014
plan may already have been required to
submit license applications, but not
applications that were identical to what
is being required. The preexisting State
requirement may have been more or less
costly, but this assumed that new and
existing growers would bear the full cost
of providing the information required
under this program. Because we believe
the 2018 requirements for producers are
very similar to the plans already in
operation, we think the estimates used
to this point represent an upper bound
estimate.
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We have also developed a lower
bound estimate of costs based on
applying costs related to the rule only
to those producers who would not have
produced hemp in the absence of this
rule. Requirements for States and Tribes
are all new and will remain attributed
to the rule. Similarly, the costs
associated with producers reporting
information to States and Tribes to
facilitate State and Tribal reporting
requirements will still be attributable to
this rule.

The largest changes in estimated costs
result from a reduction in the number of
acres (and, by extension growers)
directly attributable to this rule. In the
upper bound cost case we include the
transactions cost (e.g., permit
application, crop reporting, testing,
disposal etc.) to every producer required
to produce the $491 million worth of
hemp in 2021—or 7,700 producers. In
the lower bound we recognize that $362
million of that production is estimated
to occur in 2019 before any new rule is
published, so only $129 million could
possibly be related to publication of a
new rule. We also acknowledge that
there were avenues available to further
increase production under the 2014
program and that up to half of that $129
million in increased revenue could
occur without this rule. As a result, only
$65 million of that new growth in 2021
is attributable to this rule. It only takes
1,000 new growers to meet this level of
increased demand. So, the lower bound
is based on the costs associated with
those 1,000 growers vs. the 7,700 used
in calculating the upper bound.

This alignment of new producers to
new growth allows costs and benefits to
be measured relative to a consistent
baseline. However, we also
acknowledge that this rule will impose
costs on entities beyond just those new
entrants into the market who supply a
portion of the projected growth in
demand for hemp. For example, States
and Tribes face new reporting
requirements under this rule. Those
reporting requirements are independent
of the number of licensed producers in
their programs that produce to meet
existing demand as opposed to those
who’s production is enabled by this
rule. So, the reporting burden for States
and Tribes is the same in both the upper
bound and lower bound estimates. On
the other hand, since State
administrative costs are directly tied to
the number of program participants,
those costs to the State only grow as a
function of the number of new entrants
into the market. As a result,
administrative costs for States and
Tribes (as well as the Federal
Government) are estimated to be
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significantly lower in the lower bound
estimate.

The following is a discussion of how
each major cost or benefit category is
modified to move from the upper bound
estimate to the lower bound estimate.

Both revenues and opportunity cost
were already based on only the new
acres enabled by the rule, so those
estimates do not change.

The estimate of State and Tribal
administrative costs will decline. The
upper bound cost estimate included the
total cost of administering a hemp
program. The lower bound recognizes
that States and Tribes were already
incurring administrative costs
associated with existing production and
would expect such costs to increase
with increased production under the
2014 program. State and Tribal
administrative costs would only
increase as a result of new entrants
directly enabled by the rule. Using 2021
as an example, 7,700 producers are
required to produce all $491 million in
projected demand for hemp. However,
only 1,000 producers are required to
produce the approximately $65 million
in projected demand attributable to the
rule. Some of those producers will
operate under State and Tribal programs
and some under USDA license. Based
on the proportions used in calculating
the upper bound cost, we assume 13
percent of growers to be operating under
USDA license and 87 percent to be
operating under State license. So, of the
7,700 producers operating in 2021 only
870 are expected to be growing under
State or Tribal authority to meet
demand increases attributable to the
rule. So, the estimate of State and Tribal
administrative costs goes from $6.7
million in the upper bound to $870,000
in the lower bound estimate.

Similarly, we assume that all
producers will be subject to some form
of licensing. In the upper bound
estimate, we attribute all licensing costs
to this rule even though we know that
most, if not all, States already have
some form of licensing as part of their
2014 programs. So, if we only account
for the licensing costs of producers
enabled under this rule, the upper

bound estimate is $77,000 to $35,000 in
2021.

Like State and Tribal administrative
costs, USDA administrative costs are
tied to the number of entrants into the
market in response to demand increases
that can be fulfilled as a result of the
rule. As previously discussed, this is
estimated to be 130 producers in 2021
(the 1,000 new producers minus the 870
who register under State or Tribal
programs) at a cost of $130,000.

Like licensing, we expect that most, if
not all, State programs already have
some form of product testing. As a
result, only the testing of acres
attributable to this rule should be
included in the estimated cost of the
rule. This results in a change from the
upper bound estimate of $11.6 million
to an estimated lower bound cost of $1.5
million. It should be noted, however,
that existing sampling and testing
regimes may be more or less stringent
than the one imposed by this rule. As
a result, this rule could impose
additional costs, or represent cost
savings, on producers not directly
enabled by this rule. These cost changes
are not reflected in the lower bound
estimate.

As previously mentioned the
reporting and recordkeeping burden on
the States is independent of the number
of program participants and is the same
in both upper and lower bound
estimates. Also, the burden on
producers to supply the information
required to be reported by the States and
Tribes is required of all producers, so
the estimate of those costs also remains
the same under upper and lower bound
estimates.

The reporting burden for producers
operating under USDA license, on the
other hand is a function of the number
of new licensees and the lower bound
estimates reflects this smaller number.

The reporting of information to the
Farm Services Agency is a new
requirement that applies to all
producers. As a result, the estimated
cost associated with these provisions of
the rule are identical in both upper and
lower bound estimates. Similarly, the
requirement of testing labs to submit
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information is new and applies to all
tests irrespective of whether or not the
producer is new as a result of this rule.
Laboratory reporting costs are, therefore,
also the same in the upper and lower
bound estimates.

Like sampling and testing, we assume
that existing producers are already
required to dispose of non-compliant
crops. As a result, the estimated
disposal cost (in 2021) goes from $7.4
million in the upper bound estimate to
$960,000 in the lower bound estimate.
Also, like sampling and testing, the
validity of the estimate is a function of
the relative costs of Federal disposal
requirements relative to existing State
disposal requirements. Any change in
the costs of disposal (positive or
negative) would apply to all producers,
not just those new as a result of this
rule.

The benefits and cost of this rule
using the lower bound cost estimate are
shown in Table 5a. The estimated net
benefits of this rule amount to $18
million in 2020, a benefit of $47 million
in 2021, and a benefit of $79 million in
2022.

The benefits of this rule primarily
include producer sales that are
estimated to be due to the hemp
provisions in the 2018 Farm Bill and
this rule which enables those
provisions. Gross revenues represent the
best proxy for consumer willingness to
pay and social benefits. 17 As the
demand for and sales of hemp increase
over time, the number of licensees is
estimated to grow proportionally (for
the purposes of this analysis). As a
result, we estimate the number of
licensees (State, Tribal, or Federal) to
increase from roughly 7,584 in 2020 to
8,818 in 2021, to 10,054 in 2022 and
beyond.

BILLING CODE 3410-02-P

17We note thatif gross willingness-to-pay is
presented as a regulatory benefit, then marginal
costs of production must be included as a line item
in the regulatory cost analysis. An alternative,
reduced-form approach would be to include only
producer surplus (or the related concept of profits)
and consumer surplus in the benefits analysis.
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Table 5. Estimated aggregate lower bound net benefits, 2020 to 2022
Producer sales
Producers $ 25,500,000
Opportunity Cost
Society $ (5,700,000)
State and Tribal Plan administrative costs
Producers (through fees) $ (5,500,000)
Licensing application b n
Producers $ {416, 000)
USLAR Plan Administration
(%" s (1,000,000)
< Sampling and te
$ (9,763,000)
Reporting and recordkeeping
State and Tribal Plan staff S (70, 000)
Producers under State and Tribal Plan S (117, 000)
Producers under USDA Plan $ (35,000)
FSA reporting cast oy (215,000)
Laboratories testing for THC S {400, 000)
Disposal Cost 5 (6,240,000)
NET BENEFITS 3 (3,956,000)
Producer sales
Produce $ 64,500,000
Opportunity Cost
Society $ (14,000, 000)
State and Tribal Plan administrative casts
Praoduc {through fees) $ (6,700,000)
Licensing application burden
Producers $ (77,000)
USDA Plan Administration
P USDA $ (1,000,000)
g Sampling and testing fees {avg)
Praoducers % 611, 585, 000)
Reporting and recordkeeping
State and Tribal Plan staff cy (70, 000)
Praducers under State and Tribal Plan 5 {134,000)
Producers under USDA Plan 3 (35,000)
FSA reporting cost 3 (255, 000)
Laboratories testing for THC 3 (474,000)
Disposal Cost H $ (7,392,000)
NET BENEFITS $ 22,798,000
Producer sales
Producers $ 104,000,000
Opportunity Cost
Society $ (23,000,000)
State and Tribal Plan administrative costs
Producers ({(through fees) % (8,000,000)
Licensing application burden
Producers 3 (83,000)
USCA Plan Administration
& USDA $ (1,000,000)
2 Sampling and testing fees {avg)
Producers $ (13,518,000)
Reporting and recordkeeping
State and Tribal Plan staff $ {70, 000)
Producers under State and Tribal Plan $ (152, 000)
Producers under USDA Plan S {35, 000)
FSA reporting cost S (298, 000)
Laboratories testing for THC 3 {554, 000)
Disposal Cost H $ (8,640,000)
NET BENEFITS $ 48,650,000
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Table 5Sa. Estimated aggregate upper bound net bene 2020 to 2022
Producer sales
Producers $ 25,500,000
Opportunity Cost
Society 3 (5,700,000)
State and Tribal Plan administrative costs
Producers (through fees) S (348,000)
Licensing applicaticn burden
Producers S (23,000)
USDA Plan Administration
S USDA s (52, 000)
2 Sampling and testing fees {avg)
Producers S (601,000}
Reporting and recordkeeping
State and Tribal Plan staff $ (70,000}
Producers under State and Tribal Plan S {117,000}
Producers under USDA Plan $ {1,000}
FSA repcrting cost B {215,000}
Lakoratcries testing for THC $ (400,000}
Disposal Cost 3 (384,000)
NET BENEFITS s 17,589,000
Producer sales
Producers S 64, , 000
Oppertunity Cost
Society $ {14,000,000)
State and Tribal Plan administrative costs
Producers (through fees) 3 (870,000)
Licensing application burden
Producers S (35,000}
USDA Plan Administration
e USDA $ (130,000}
g Sampling and testing fees {avg)
Producers $ (1,502,000)
Reporting and recordkeeping
State and Tribal Plan staff B (70,000}
Producers under State and Tribal Plan S (124,000}
Producers under USDA Plan $ {€,000})
FS8A reporting cost 3 (255,000)
Laboratories testing for THC 3 (474,000}
Disposal Cost $ (960,000}
NET BENEFITS S 46,064,000
Producer sales
Producers $ 104,000,000
Cpportunity Cost
Society $ (23,000,000)
State and Tribal Plan administrative costs
Producers (through fees) $ (1,392,000}
Licensing application burden
Froducers $ (59,000}
USDA Plan Administration
4 USDA s (208,000)
S Sampling and testing fees {avg)
Producers $ (2,403,000)
Reporting and recordkeeping
State and Tribal Plan staff L4 (70,000}
Producers under State and Tribal Plan $ (152,000}
Producers under USDA Plan S (10,000}
FSA repcrting cost $ (298,000}
Laboratcries testing for THC $ (554,000}
Disposal Cost $ (1,536,000}
NET BENEFITS S 74,318,000

BILLING CODE 3410-02-C
The net benefits in each of the three
years have been discounted to reflect
their present value and annualized. The
results of these calculations are
presenled in Table 6 al using a discount

rate of three percent and in Table 6a
using a discount rate of seven percent.
The final result of this analysis indicates
that this rule is estimated to have
annual net benefits of between 23 and
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47 million dollars at a discount rate of
three percent and between 21 and 44
million dollars at a discount rate of
seven percent.
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TABLE 6—ANNUALIZED COSTS, BENEFITS, AND NET BENEFIT
[At 3 percent]
Lower bound Upper bound
Benefit $65,810,000 $65,810,000
Cost 19,016,000 43,172,000
I B BIEIRVEIIE . s cmsnssesnssmimmnsumenesevmsosams s ess oo Hews Hos e AR R A0S s A B A S M R 46,794,000 22,638,000
TABLE 6a—ANNUALIZED COSTS, BENEFITS, AND NET BENEFIT
[At 7 percent]
Lower bound Upper bound
Benefit $62,440,000 $62,440,000
Cost ... 18,053,000 41,283,000
INBEBBIBIIE . cesiusvessuusmsiuasmsssensssumsssms i oo T R G O B O VSRS Tv i 44,386,000 21,156,000

Regulatory Flexibility Analysis

Pursuant to the requirements set forth
in the Regulatory Flexibility Act (5
U.S.C. 601-612), AMS has considered
the economic impact of this action on
small entities. AMS has prepared this
Regulatory Flexibility Analysis and has
determined that this rule will have a
significant economic impact on a
substantial number of small businesses
because many small businesses will not
be able to participate in the hemp
market without this rule.

Reasons Action Is Being Considered

The Agriculture Improvement Act of
2018 mandates that States and Tribes
submit to USDA plans for regulation of
hemp to include procedures for
information management, testing for
TIC, and compliance with the
regulation. State and Tribal plans must
be approved by USDA. If no State or
Tribal Plan has been approved, then

hemp producers in those States or
Tribes may use the plan developed by
USDA, unless prohibited by State or
Tribal Law.

Polentially Affected Small Entilies

The Small Business Administration
(SBA) defines, in 13 CFR part 121, small
agricultural producers as those having
annual receipts of no more than
$750,000. Unfortunately, very little data
exists that shows the annual receipts of
industrial hemp producers. To conduct
this analysis, however, AMS utilized
State acreage data and an estimate of
gross revenue per acre received by
producers calculated using the 2018
Processor/Handler Production Reports
to the Kentucky Department of
Agriculture. USDA seeks comments on
other reliable data sources that may be
available.

AMS used State acreage data by
producer from three of the four States

with the largest amount of licensed
acreage to serve as a proxy for the
portion of small producers nationwide.
Together, Colorado, Oregon, and
Kentucky make up about 47 percent of
planted acreage and 45 percent of
producer licenses nationwide, according
to Vote ITemp data, While acreage data
by producer was not available for
Montana, its State department of
agriculture reported that very few hemp
operations in Montana received annual
receipts in excess of $750,000 in 2018.

Vote Hemp estimates that on average,
about 70 percent of licensed acreage is
planted. AMS applied this percentage to
2018 licensed acreage data from
Colorado, Oregon, and Kentucky to
estimate 2018 cultivated acreage. The
estimate of gross revenue per acre to
producers of $3,293 was used to find the
number of acres required to generate an
annual receipt of $750,000. The result is
shown in Table 7.

Table 7. Hemp producers meeting the SBA definition of a small business in 2018

Gross revenue per acre

Acreage for annual receipt
of $750,000

Portion of producers
congidered small by SBA

3 3,293

228

359%

With a gross revenue of $3,293 per
acre, a producer with no more than 228
acres would be considered small under
SBA standards. Based on this estimate
of gross revenue per acre, 99 percent of
producers would meet the SBA
definition of a small agricultural service
firm. “Using estimated costs from the
RIA, anticipaled cosls per enlity that
want to enter the hemp industry are
expected to be about $2,941 in 2020,
and $2,900 in 2021, However, entry into
this market is voluntary and benefits are

anticipated to outweigh the estimated
costs.”

Alternatives To Minimize Impacts of the
Rule

The actions in this rule are mandated
by the 2018 Farm Bill, which enables
Slales, Tribes, and USDA lo eslablish
rules and regulations for the domestic
production of hemp. The statute
requires USDA to develop criteria for
approval of plans submitted by State
and Tribal governments for regulation of
domestic hemp production. If no State
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or Tribal Plan has been approved, then
hemp producers in these States or
Tribes may utilize the plan developed
by USDA. These plans will promote
consistency in regulations governing the
legal production of hemp across the U.S.

In developing the sampling
procedures for the Federal Plan, AMS
considered the protocols for sampling
used by State departments of agriculture
and by countries that regulate hemp
production. In addition, AMS reviewed
sampling methods recommended by
Codex Alimentarius, which is the
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central part of the Joint Food and
Agriculture Organization (FAO)/World
Health Organization (WHO) Food
Standards Program and was established
by FAO and WHO to protect consumer
health and promote fair practices in
food trade. After research and review of
multiple sampling protocols, AMS
adopted the best option among the
alternatives.

The 2018 Farm Bill mandates testing
using post-decarboxylation or other
similarly reliable methods where the
total THC concentration level considers
the potential to convert delta-9-
tetrahydrocannabinolic acid (THC-A)
into THC. Testing methodologies
meeting these requirements include
those using gas or liquid
chromatography with detection. These
methods are the industry standard for
post-decarboxylation testing. While
these methods were chosen by AMS as
the best option for testing, alternative
sampling and testing protocols will be
considered if they are comparable to the
baseline mandated by the 2018 Farm
Bill and established under the USDA
Plan and Procedures.

Alternatives to the selected
procedures for sampling and testing for
THC content included connecting a
producer lot of cultivated hemp to a
standard unit of measure. AMS
considered describing one lot as one
acre of hemp. This alternative was
abandoned, however, as it would have
required every acre of hemp to be
sampled and tested, which would have
resulted in high costs to producers and
overwhelming volume to laboratories.

Good Cause Analysis

Pursuant to the Administrative
Procedure Act (APA), notice and
comment are not required prior to the
issuance of a final rule if an agency, for
good cause, finds that “notice and
public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest.” (5 U.S.C.
553(b)(B)).

USDA recognizes that courts have
held that the good cause exception to
notice and comment rulemaking is to be
narrowly construed and only reluctantly
countenanced. USDA does not take
lightly its decision to forego a formal
notice and comment process, but under
a totality of the circumstances analysis,
has concluded that this interim final
rule (IFR), accompanied by a 60-day
comment period, best balances
Congress’s interest in the expeditious
implementation of a regulatory program
for domestic hemp production with its
longstanding interest in ensuring that an
agency’s decisions be informed and
responsive. The IFR will also provide

sorely needed guidance to the many
stakeholders whose coordinated efforts
are critical to the success of the
domestic hemp production economy,
and will serve the public’s interest by
expediting hemp entry into that market.

Congress’s intention that USDA
expeditiously develop a regulatory
program for domestic hemp production
is clear from language in the Agriculture
Improvement Act of 2018, Public Law
115-334 (2018 Farm Bill), which the
President signed into law on December
20, 2018. The 2018 Farm Bill amended
the Agricultural Marketing Act of 1946
(Act) (7 U.S.C. 1621 et seq.) by adding
subtitle G, Hemp Production. Upon
enactment of the 2018 Farm Bill, hemp,
as defined therein, is no longer a
controlled substance. Section 10114 of
the 2018 Farm Bill further clarifies that
the interstate commerce of hemp is not
prohibited, and that States and Indian
Tribes cannot prohibit the
transportation or shipment of hemp or
hemp products produced in accordance
with the Agricultural Marketing Act of
1946 through the State or territory of the
Indian Tribe. However, the Act also
states that it is unlawful to produce
hemp unless produced pursuant to a
State, Tribal, or USDA plan. See 7
U.S.C. 1639p(a)(1) and 1639q(c)(1).
Congress provided that the Secretary
approve or disapprove of any State or
Tribal plan within 60 days of its
submission. 7 U.S.C. 1639(p)(b).

In order to meet this 60-day approval
deadline, Congress understood that
USDA would need time to establish its
own plan and develop a process for
quickly (i.e., within 60 days of
submission) approving or disapproving
of State and Tribal plans. Although the
Act does not contain an express end-
date by which such regulations and
guidelines must be issued, in section
10113 of the 2018 Farm Bill, Congress
provided that “[t]he Secretary shall
promulgate regulations and guidelines
to implement this subtitle as
expeditiously as practicable.” (emphasis
added). “To ensure that the Secretary
moved forward with issuing regulations
in as timely a fashion as possible,” the
Act requires the Secretary to
“periodically report to Congress with
updates regarding implementation of
this title.” H.R. Rep. 115-1072, at 738
(Dec. 10, 2018) (Conf. Rep.).

USDA takes seriously Congress’s
directive to issue regulations as
expeditiously as practicable. USDA also
understands that while Congress did not
expect USDA to issue regulations within
60 days, it also did not anticipate the
process extending two years into 2021.
This is apparent from Congress’s
continued legislation on hemp. In

68

Section 107 of the Additional
Supplemental Appropriations for
Disaster Relief Act, 2019, Public Law
116-20, (Disaster Relief Act), Congress
required: “Beginning not later than the
2020 reinsurance year, the Federal Crop
Insurance Corporation [FCIC] shall offer
coverage under the whole farm revenue
protection insurance policy (or a
successor policy or plan of insurance)
for hemp (as defined in section 297A of
the Agricultural Marketing Act of 1946
(7 U.8.C. 16390)).” Congress anticipated
that regulations governing the interstate
commerce of hemp would be issued
prior to 2020; otherwise, the deadline in
Section 107 of the Disaster Relief Act
would be irrelevant. Additionally,
several Members of Congress and
Senators urged USDA to expedite the
rulemaking or take steps to allow
farmers to begin hemp production in
2019.

Despite USDA’s diligence, the
complexity of establishing a new
regulatory program for domestic hemp
production, a crop that could not be
legally grown on a commercial basis
under Federal law for several decades,
has taken a substantial amount of time
and resources. Adding a formal notice
and comment period on top of that
would push the effective date of USDA’s
domestic hemp production regulatory
program well beyond 2020 and into
2021. This IFR effectuates Congress’s
will, which is one of several factors that
provide good cause to justify foregoing
a notice and comment period.

A second factor justitying good cause
is that this rule not only affects AMS’s
ability to implement the congressionally
mandated regulatory framework for a
domestic program, but also provides
critical guidance to numerous
stakeholders that anxiously await the
publication of this IFR. The FCIC’s
insurance policy program discussed
above is just one of these. For FCIC to
offer the whole farm revenue protection
insurance policy in 2020 to lawful
producers of hemp under the Act, the
IFR must take effect this fall to provide
the Risk Management Agency (RMA)
sufficient time to take the necessary
steps to authorize FCIC to offer the
insurance coverage and for producers to
engage in activities to qualify for the
coverage for their hemp production.

In addition, the FSA, the Rural
Business-Cooperative Service, and the
Natural Resources and Conservation
Service provide financial incentives and
support used by agricultural producers
and private sector entities. These
agencies similarly need regulatory
guidance to develop commercial
instruments such as loan documents, re-
insurance contracts, and commodity



58554

Federal Register/Vol. 84, No. 211/Thursday, October 31, 2019/Rules and Regulations

disaster program provisions that are
typically done on a crop year basis.

Individuals and commercial entities
also need the IFR’s guidance to engage
in the production, harvesting,
transportation, storage, and processing
of hemp and hemp products. Absent an
interim rule promptly implementing the
regulatory program required by the 2018
Farm Bill, there are no procedures in
place to determine whether a cannabis
crop qualifies as hemp as defined in
section 297A of the Agricultural
Marketing Act of 1946. It is necessary to
issue the IFR now to provide
individuals and entities sufficient time
to make the required plans and
purchases and to obtain financing ahead
of planting hemp in 2020.

The banking industry is awaiting
these regulations in order to develop
guidance regarding deposits derived
from hemp operations. Without these
regulations, the banking industry is not
willing to take the risk of accepting
deposits or lending money to these
businesses. Additionally, with the [FR
effective this fall, producers will be able
to plan and execute the steps necessary
to plant during the 2020 crop year.
Those steps include identifying the land
and acreage for the planting, contract for
seed and other supplies, obtain
financing, and identify and contract
with potential buyers. Those steps are
also necessary for producers to qualify
for the USDA programs and products
described above.

Finally, and importantly, law
enforcement needs guidance from the
IFR. While the States and Tribes may
not prohibit the transportation of hemp
produced under the 2014 Farm Bill, law
enforcement does not currently have the
means to quickly verify whether the
cannabis being transported is hemp or
marijuana. The IFR will assist law
enforcement in identifying lawfully-
produced hemp versus other forms of
cannabis that may not be lawfully
transported in interstate commerce.

Adding a formal notice and comment
period would push the effective date of
USDA’s regulatory program well beyond
2020 and into 2021 and delay the
guidance these stakeholders sorely
need.

A third factor justifying good cause
for this rule is that the Administrator
has solicited comments through
listening sessions and webinar that
solicited the public participation and
consultations with State and Tribal
officials.’® He is also allowing for a 60-

18For example, public comments from the March
19, 2019 webinar can be found at hitps://
www.ams.usda.gov/rules-regulations/farmbill-
hemp/webinar-comments.

day comment period for this IFR. The
Administrator recognizes the value of
public comment to refine the IFR and
will keep an open mind as to any and
all comment submissions. All written
comments timely received will be
considered before a final determination
is made on this matter.

Finally, a fourth factor justifying good
cause for the IFR is the public’s interest
in expediting the ability of the nation’s
farmers to enter the new agricultural
market presented by hemp. As
explained in the regulatory impact
analysis above, USDA estimates that the
industry should gain annualized
benefits of almost $66 million once the
rule becomes effective and the domestic
hemp production program is
implemented. Any delay in the issuing
regulations will cause producers to
forgo realizing those benefits in 2020. In
fact, earlier this year, USDA faced
litigation from a party who believed that
the language in 7 U.S.C. 1639(p)(b)
required USDA to approve State and
tribal plans submitted to it in 60 days
as soon as the law went into effect. See
Flandreau Santee Sioux Tribe v. United
States Dep’t of Agriculture et al., 4:19—
cv—04094-KES (D.S.D.). The end of the
spring planting season temporarily
lowered the urgency felt by farmers
seeking to enter the hemp market, but
fall preparations for spring 2020°s
planting season are fast approaching.
USDA has no doubt that it will again be
subject to litigation if the IFR is not
adopted in time for parties to prepare
for the 2020 spring planting season.

Accordingly, the Administrator finds
that, under the totality of the
circumstances presented, there is good
cause to forego notice and comment
through the issuance of a notice of
proposed rulemaking. By publishing
this rule and making it effective this fall,
USDA is complying with Congress’s
will, providing sorely needed guidance
to all stakeholders, permitting public
comment, and serving the public’s
interest in engaging in a new and
promising economic endeavor. For
similar reasons, the Administrator also
finds good cause for the IFR to be
effective upon publication in the
Federal Register.

List of Subjects in 7 CFR Part 990

Acceptable hemp THC level,
Agricultural commodities, Cannabis,
Corrective action plan, Delta-9
tetrahydrocannabinol, Drugs, Dry
weight basis, Hemp, High-performance
liquid chromatography, Laboratories,
Marijuana.

m For the reasons set forth in the
preamble, and under authority of 7
U.S.C. 601-674 and Public Law 107—
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171, add 7 CFR part 990 to read as
follows:

PART 990—DOMESTIC HEMP
PRODUCTION PROGRAM

Subpart A—Definitions

ec.
990.1 Meaning of terms.

Subpart B—State and Tribal Hemp
Production Plans

990.2 State and Tribal plans; General
authority.

990.3 State and Tribal plans; Plan
requirements.

990.4 USDA approval of State and Tribal
plans.

990.5 Audit of State or Tribal plan
compliance.

990.6 Violations of State and Tribal plans.

990.7 Establishing records with USDA Farm
Service Agency.

990.8 Production under Federal law.

Subpart C—USDA Hemp Production Plan

990.20 USDA requirements for the
production of hemp.

990.21 USDA hemp producer license.

990.22 USDA hemp producer license
approval.

990.23 Reporting hemp crop acreage with
USDA Farm Service Agency.

990.24 Responsibility of a USDA licensed
producer prior to harvest.

990.25 Standards of performance for
detecting delta-9 tetrahydrocannabinol
(THC) concentration levels.

990.26 Responsibility of a USDA producer
after laboratory testing is performed.

990.27 Non-compliant cannabis plants.

990.28 Compliance.

990.29 Violations.

990.30 USDA producers; License
suspension.

990.31 USDA licensees; Revocation.

990.32 Recordkeeping requirements.

Subpart D—Appeals

990.40 General adverse action appeal
process.

990.41 Appeals under the USDA hemp
production plan.

990.42 Appeals under a State or Tribal
hemp production plan.

Subpart E—Administrative Provisions

990.60 Agents.

990.61 Severability.

990.62 Expiration of this part.

990.63 Interstate transportation of hemp.

Subpart F—Reporting Requirements

990.70 State and Tribal hemp reporting

requirements.

990.71 USDA plan reporting requirements.
Authority: 7 U.S.C. 16390 note, 1639p,

16939q, and 1639r.

Subpart A—Definitions

§990.1 Meaning of terms.

Words used in this subpart in the
singular form shall be deemed to impart
the plural, and vice versa, as the case
may demand. For the purposes of
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provisions and regulations of this part,
unless the context otherwise requires,
the following terms shall be construed,
respectively, to mean:

Acceptable hemp THC level. When a
laboratory tests a sample, it must report
the delta-9 tetrahydrocannabinol
content concentration level on a dry
weight basis and the measurement of
uncertainty. The acceptable hemp THC
level for the purpose of compliance with
the requirements of State, Tribal, or
USDA hemp plans is when the
application of the measurement of
uncertainty to the reported delta-9
tetrahydrocannabinol content
concentration level on a dry weight
basis produces a distribution or range
that includes 0.3% or less. For example,
if the reported delta-9
tetrahydrocannabinol content
concentration level on a dry weight
basis is 0.35% and the measurement of
uncertainty is +/—0.06%, the measured
delta-9 tetrahydrocannabinol content
concentration level on a dry weight
basis for this sample ranges from 0.29%
to 0.41%. Because 0.3% is within the
distribution or range, the sample is
within the acceptable hemp THC level
for the purpose of plan compliance.
This definition of “acceptable hemp
THC level” affects neither the statutory
definition of hemp, 7 U.S.C. 16390(1), in
the 2018 Farm Bill nor the definition of
“marihuana,” 21 U.S.C. 802(16), in the
CSA.

Act. Agricultural Marketing Act of
1946.

Agricultural Marketing Service or
AMS. The Agricultural Marketing
Service of the U.S. Department of
Agriculture.

Applicant. An applicant is:

(1) A State or Indian Tribe that has
submitted a State or Tribal hemp
production plan to USDA for approval
under this part; or

(2) A producer in a State or territory
of an Indian Tribe who is not subject to
a State or Tribal hemp production plan
and who has submitted an application
for a license under the USDA hemp
production plan under this part.

Cannabis. A genus of flowering plants
in the family Cannabaceae of which
Cannabis sativa is a species, and
Cannabis indica and Cannabis ruderalis
are subspecies thereof. Cannabis refers
to any form of the plant in which the
delta-9 tetrahydrocannabinol
concentration on a dry weight basis has
not yet been determined.

Controlled Substances Act (CSA). The
Controlled Substances Act as codified in
21 U.8.C. 801 et seq.

Conviction. Means any plea of guilty
or nolo contendere, or any finding of
guilt, except when the finding of guilt

is subsequently overturned on appeal,
pardoned, or expunged. For purposes of
this part, a conviction is expunged
when the conviction is removed from
the individual’s criminal history record
and there are no legal disabilities or
restrictions associated with the
expunged conviction, other than the fact
that the conviction may be used for
sentencing purposes for subsequent
convictions. In addition, where an
individual is allowed to withdraw an
original plea of guilty or nolo
contendere and enter a plea of not guilty
and the case is subsequently dismissed,
the individual is no longer considered
to have a conviction for purposes of this
part.

Corrective action plan. A plan
established by a State, Tribal
government, or USDA for a licensed
hemp producer to correct a negligent
violation or non-compliance with a
hemp production plan and this part.

Criminal History Report. Criminal
history report means the Federal Bureau
of Investigation’s Identity History
Summary.

Cu]paZIe mental state greater than
negligence. To act intentionally,
knowingly, willfully, or recklessly.

Decax%)oxy]ated. The completion of
the chemical reaction that converts
THC-acid (THC-A) into delta-9-THC, the
intoxicating component of cannabis.
The decarboxylated value is also
calculated using a conversion formula
that sums delta-9-THC and eighty-seven
and seven tenths (87.7) percent of THC-
acid.

Decarboxylation. The removal or
elimination of carboxyl group from a
molecule or organic compound.

Delta-9 tetrahydrocannabinol or THC.
Delta-9-THC is the primary
psychoactive component of cannabis.
For the purposes of this part, delta-9-
THC and THC are interchangeable.

Drug Enforcement Administration or
DEA. The United States Drug
Enforcement Administration.

Dry weight basis. The ratio of the
amount of moisture in a sample to the
amount of dry solid in a sample. A basis
for expressing the percentage of a
chemical in a substance after removing
the moisture from the substance.
Percentage of THC on a dry weight basis
means the percentage of THC, by
weight, in a cannabis item (plant,
extract, or other derivative), after
excluding moisture from the item.

Entity. A corporation, joint stock
company, association, limited
partnership, limited liability
partnership, limited liability company,
irrevocable trust, estate, charitable
organization, or other similar
organization, including any such
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organization participating in the hemp
production as a partner in a general
partnership, a participant in a joint
venture, or a participant in a similar
organization.

Farm Service Agency or FSA. An
agency of the United States Department
of Agriculture.

Gas chromatography or GC. A type of
chromatography in analytical chemistry
used to separate, identify, and quantify
each component in a mixture. GC relies
on heat for separating and analyzing
compounds that can be vaporized
without decomposition.

Geospatial location. For the purposes
of this part, “geospatial location” means
a location designated through a global
system of navigational satellites used to
determine the precise ground position
of a place or object.

Handle. To harvest or store hemp
plants or hemp plant parts prior to the
delivery of such plants or plant parts for
further processing. “Handle” also
includes the disposal of cannabis plants
that are not hemp for purposes of
chemical analysis and disposal of such
plants.

Hemp. The plant species Cannabis
sativa L. and any part of that plant,
including the seeds thereof and all
derivatives, extracts, cannabinoids,
isomers, acids, salts, and salts of
isomers, whether growing or not, with a
delta-9 tetrahydrocannabinol
concentration of not more than 0.3
percent on a dry weight basis.

High-performance liquid
chromatography or HPLC. A type of
chromatography technique in analytical
chemistry used to separate, identify, and
quantify each component in a mixture.
HPLC relies on pumps to pass a
pressurized liquid solvent containing
the sample mixture through a column
filled with a solid adsorbent material to
separate and analyze compounds.

Indian Tribe. As defined in section 4
of the Indian Self-Determination and
Education Assistance Act (25 U.S.C.
5304).

Information sharing system. The
database mandated under the Act which
allows USDA to share information
collected under State, Tribal, and USDA
plans with Federal, State, Tribal, and
local law enforcement.

Key participants. A sole proprietor, a
partner in partnership, or a person with
executive managerial control in a
corporation. A person with executive
managerial control includes persons
such as a chief executive officer, chief
operating officer and chief financial
officer. This definition does not include
non-executive managers such as farm,
field, or shift managers.
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Law enforcement agency. Any
Federal, State, or local law enforcement
agency.

Lot. A contiguous area in a field,
greenhouse, or indoor growing structure
containing the same variety or strain of
cannabis throughout the area.

Marijuana. As defined in the CSA,
“marihuana’” means all parts of the
plant Cannabis sativa L., whether
growing or not; the seeds thereof; the
resin extracted from any part of such
plant; and every compound,
manufacture, salt, derivative, mixture,
or preparation of such plant, its seeds or
resin. The term ‘marihuana’ does not
include hemp, as defined in section
297A of the Agricultural Marketing Act
of 1946, and does not include the
mature stalks of such plant, fiber
produced from such stalks, oil or cake
made from the seeds of such plant, any
other compound, manufacture, salt,
derivative, mixture, or preparation of
such mature stalks (except the resin
extracted therefrom), fiber, oil, or cake,
or the sterilized seed of such plant
which is incapable of germination (7
U.S.C. 16390). “Marihuana’ means all
cannabis that tests as having a
concentration level of THC on a dry
weight basis of higher than 0.3 percent.

Measurement of Uncertainty (MU).
The parameter, associated with the
result of a measurement, that
characterizes the dispersion of the
values that could reasonably be
attributed to the particular quantity
subject to measurement.

Negligence. Failure to exercise the
level of care that a reasonably prudent
person would exercise in complying
with the regulations set forth under this

art.

Phytocannabinoid. Cannabinoid
chemical compounds found in the
cannabis plant, two of which are Delta-
9 tetrahydrocannabinol (delta-9 THC)
and cannabidiol (CBD).

Plan. A set of criteria or regulations
under which a State or Tribal
government, or USDA, monitors and
regulates the production of hemp.

Postdecarboxylation. In the context of
testing methodologies for THC
concentration levels in hemp, means a
value determined after the process of
decarboxylation that determines the
total potential delta-9
tetrahydrocannabinol content derived
from the sum of the THC and THC-A
content and reported on a dry weight
basis. The postdecarboxylation value of
THC can be calculated by using a
chromatograph technique using heat,
gas chromatography, through which
THCA is converted from its acid form to
its neutral form, THC. Thus, this test
calculates the total potential THC in a

given sample. The postdecarboxylation
value of THC can also be calculated by
using a high-performance liquid
chromatograph technique, which keeps
the THC-A intact, and requires a
conversion calculation of that THC-A to
calculate total potential THC in a given
sample. See the definition for
decarboxylation.

Produce. To grow hemp plants for
market, or for cultivation for market, in
the United States.

Producer. Producer means a producer
as defined in 7 CFR 718.2 that is
licensed or authorized to produce hemp
under this part.

Reverse distributor. A person who is
registered with the DEA in accordance
with 21 CFR 1317.15 to dispose of
marijuana under the Controlled
Substances Act.

Secretary. The Secretary of
Agriculture of the United States.

State. Any one of the fifty States of
the United States of America, the
District of Columbia, the
Commonwealth of Puerto Rico, and any
other territory or possession of the
United States.

State department of agriculture. The
agency, commission, or department of a
State government responsible for
agriculture in the State.

Territory of the Indian Tribe has the
same meaning as “Indian Country” in
18 U.S.C. 1151.

Tribal government. The governing
body of an Indian Tribe.

USDA licensed hemp producer or
licensee. A person, partnership, or
corporation authorized by USDA to
produce hemp.

Subpart B—State and Tribal Hemp
Production Plans

§990.2 State and Tribal plans; General
authority.

States or Indian Tribes desiring to
have primary regulatory authority over
the production of hemp in the State or
territory of the Indian Tribe for which
it has jurisdiction shall submit to the
Secretary for approval, through the State
department of agriculture (in
consultation with the Governor and
chief law enforcement officer of the
State) or the Tribal government, as
applicable, a plan under which the State
or Indian Tribe monitors and regulates
that production.

§990.3 State and Tribal plans; Plan
requirements.

(a) General requirements. A State or
Tribal plan submitted to the Secretary
for approval must include the practice
and procedures described in this
paragraph (a).
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(1) A State or Tribal plan must
include a practice to collect, maintain,
and report to the Secretary relevant,
real-time information for each producer
licensed or authorized to produce hemp
under the State or Tribal plan regarding:

(i) Contact information as described in
§990.70(a)(1);

(ii) A legal description of the land on
which the producer will produce hemp
in the State or territory of the Indian
Tribe including, to the extent
practicable, its geospatial location; and

(iii) The status and number of the
producer’s license or authorization.

(2) A State or Tribal plan must
include a procedure for accurate and
effective sampling of all hemp
produced, to include the requirements
in this paragraph (a)(2).

(i) Within 15 days prior to the
anticipated harvest of cannabis plants, a
Federal, State, local, or Tribal law
enforcement agency or other Federal,
State, or Tribal designated person shall
collect samples from the flower material
from such cannabis plants for delta-9
tetrahydrocannabinol concentration
level testing as described in §§ 990.24
and 990.25.

(ii) The method used for sampling
from the flower material of the cannabis
plant must be sufficient at a confidence
level of 95 percent that no more than
one percent (1%) of the plants in the lot
would exceed the acceptable hemp THC
level. The method used for sampling
must ensure that a representative
sample is collected that represents a
homogeneous composition of the lot.

(iii) During a scheduled sample
collection, the producer or an
authorized representative of the
producer shall be present at the growing
site.

(iv) Representatives of the sampling
agency shall be provided with complete
and unrestricted access during business
hours to all hemp and other cannabis
plants, whether growing or harvested,
and all land, buildings, and other
structures used for the cultivation,
handling, and storage of all hemp and
other cannabis plants, and all locations
listed in the producer license.

(v) A producer shall not harvest the
cannabis crop prior to samples being
taken.

(3) A State or Tribal plan must
include a procedure for testing that is
able to accurately identify whether the
sample contains a delta-9
tetrahydrocannabinol content
concentration level that exceeds the
acceptable hemp THC level. The
procedure must include a validated
testing methodology that uses
postdecarboxylation or other similarly
reliable methods. The testing
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methodology must consider the
potential conversion of delta-9
tetrahydrocannabinolic acid (THC-A) in
hemp into THC and the test result
measures total available THC derived
from the sum of the THC and THC-A
content. Testing methodologies meeting
the requirements of this paragraph (a)(3)
include, but are not limited to, gas or
liquid chromatography with detection.
The total THC concentration level shall
be determined and reported on a dry
weight basis.

(i) Any test of a representative sample
resulting in higher than the acceptable
hemp THC level shall be conclusive
evidence that the lot represented by the
sample is not in compliance with this
part. Lots tested and not certified by the
DEA-registered laboratory at or below
the acceptable hemp THC level may not
be further handled, processed or enter
the stream of commerce and the
producer shall ensure the lot is disposed
of in accordance with § 990.27.

(ii) Samples of hemp plant material
from one lot shall not be commingled
with hemp plant material from other
lots.

(iii) Analytical testing for purposes of
detecting the concentration levels of
THC shall meet the following standards:

(A) Laboratory quality assurance must
ensure the validity and reliability of test
results;

(B) Analytical method selection,
validation, and verification must ensure
that the testing method used is
appropriate (fit for purpose), and that
the laboratory can successfully perform
the testing;

(C) The demonstration of testing
validity must ensure consistent,
accurate analytical performance;

(D) Method performance
specifications must ensure analytical
tests are sufficiently sensitive for the
purposes of the detectability
requirements of this part; and

E) An effective disposal procedure
for hemp plants that are produced that
do not meet the requirements of this
part. The procedure must be in
accordance with DEA reverse distributor
regulations found at 21 CFR 1317.15.

(F) Measurement of uncertainty (MU)
must be estimated and reported with
test results. Laboratories shall use
appropriate, validated methods and
procedures for all testing activities and
evaluate measurement of uncertainty.

(4) A State or Indian Tribe shall
promptly notify the Administrator by
certified mail or electronically of any
occurrence of cannabis plants or plant
material that do not meet the definition
of hemp in this part and attach the
records demonstrating the appropriate
disposal of all of those plants and

materials in the lot from which the
representative samples were taken.

(5) A State or Tribal plan must
include a procedure to comply with the
enforcement procedures in § 990.6.

(6) A State or Tribal plan must
include a procedure for conducting
annual inspections of, at a minimum, a
random sample of producers to verify
that hemp is not produced in violation
of this part. These procedures must
enforce the terms of violations as stated
in the Act and defined under § 990.6.

(7) A State or Tribal plan must
include a procedure for submitting the
information described in §990.70 to the
Secretary not more than 30 days after
the date on which the information is
received. All such information must be
submitted to the USDA in a format that
is compatible with USDA’s information
sharing system.

(8) The State or Tribal government
must certify that the State or Indian
Tribe has the resources and personnel to
carry out the practices and procedures
described in paragraphs (a)(1) through
(7) of this section.

(9) The State or Tribal plan must
include a procedure to share
information with USDA to support the
information sharing requirements in 7
U.8.C. 1639q(d). The procedure must
include the requirements described in
this paragraph (a)(9).

(i) The State or Tribal plan shall
require producers to report their hemp
crop acreage to the FSA, consistent with
the requirement in § 990.7.

(ii) The State or Tribal government
shall assign each producer with a
license or authorization identifier in a
format prescribed by USDA.

(iii) The State or Tribal government
shall require producers to report the
total acreage of hemp planted,
harvested, and, if applicable, disposed.
The State or Tribal government shall
collect this information and report it to
AMS.

(b) Relation to State and Tribal law.
A State or Tribal plan may include any
other practice or procedure established
by a State or Indian Tribe, as applicable;
Provided, That the practice or procedure
is consistent with this part and Subtitle
G of the Act.

(1) No preemption. Nothing in this
part preempts or limits any law of a
State or Indian Tribe that:

(i) Regulates the production of hemp;
and

(i1) Is more stringent than this part or
Subtitle G of the Act.

(2) References in plans. A State or
Tribal plan may include a reference to
a law of the State or Indian Tribe
regulating the production of hemp, to
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the extent that the law is consistent with
this part.

§990.4 USDA approval of State and Tribal
plans.

(a) General authority. No plans will be
accepted by USDA prior to October 31,
2019. No later than 60 calendar days
after the receipt of a State or Tribal plan
for a State or Tribal Nation in which
production of hemp is legal, the
Secretary shall:

(1) Approve the State or Tribal plan
only if the State or Tribal plan complies
with this part; or

(2) Disapprove the State or Tribal plan
if the State or Tribal plan does not
comply with this part. USDA shall
provide written notification to the State
or Tribe of the disapproval and the
cause for the disapproval.

(b) Amended plans. A State or Tribal
government, as applicable, must submit
to the Secretary an amended plan if:

(1) The Secretary disapproves a State
or Tribal plan if the State or Tribe
wishes to have primary jurisdiction over
hemp production within its State or
territory of the Indian Tribe; or

(2) The State or Tribe makes
substantive revisions to its plan or its
laws which alter the way the plan meets
the requirements of this part. If this
occurs, the State or Tribal government
must re-submit the plan with any
modifications based on laws and
regulation changes for USDA approval.
Such re-submissions should be
provided to USDA within 365 days from
the date that the State or Tribal laws and
regulations are effective. Producers shall
continue to comply with the
requirements of the existing plan while
such modifications are under
consideration by USDA. If State or
Tribal government laws or regulations
in effect under the USDA-approved plan
change but the State or Tribal
government does not re-submit a
modified plan within one year from the
effective date of the new law or
regulation, the existing plan is revoked.

(3) USDA approval of State or Tribal
government plans shall remain in effect
unless an amended plan must be
submitted to USDA because of a
substantive revision to a State’s or
Tribe’s plan, a relevant change in State
or Tribal laws or regulations, or
approval of the plan is revoked by
USDA.

(c) Technical assistance. The
Secretary may provide technical
assistance to help a State or Indian Tribe
develop or amend a plan. This may
include the review of draft plans or
other informal consultation as
necessary.
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(d) Approved State or Tribal plans. If
the Secretary approves a State or Tribal
plan, the Secretary shall notify the State
or Tribe by letter or email.

(1) In addition to the approval letter,
the State or Tribe shall receive their
plan approval certificate either as an
attachment or assessable via website
link.

(2) The USDA shall post information
regarding approved plans on its website.
(3) USDA approval of State or Tribal
government plans shall remain in effect

unless:

(i) The State or Tribal government
laws and regulations in effect under the
USDA-approved plan change, thus
requiring such plan to be re-submitted
for USDA approval.

(i) A State or Tribal plan must be
amended in order to comply with
amendments to Subtitle G the Act and
this part.

(e) Producer rights upon revocation of
State or Tribal plan. If USDA revokes
approval of the State or Tribal plan due
to noncompliance as defined in § 990.5,
producers licensed or authorized to
produce hemp under the revoked State
or Tribal plan may continue to produce
for the remainder of the calendar year in
which the revocation became effective.
Producers may then apply to be licensed
under the USDA plan for 90 days after
the notification even if the time period
does note coincide with the annual
application window.

§990.5 Audit of State or Tribal plan
compliance.

The Secretary may conduct an audit
of the compliance of a State or Indian
Tribe with an approved plan.

(a) Frequency of audits. Compliance
audits may be scheduled, at minimum,
once every three years and may include
an onsite-visit, a desk-audit, or both.
The USDA may adjust the frequency of
audits if deemed appropriate based on
program performance, compliance
issues, or other relevant factors
identified and provided to the State or
Tribal governments by USDA.

(b) Scope of audit review. The audit
may include, but is not limited to, a
review of the following:

(1) The resources and personnel
employed to administer and oversee its
approved plan;

(2) The process for licensing and
systematic compliance review of hemp
producers;

(3) Sampling methods and laboratory
testing requirements and components;

(4) Disposal of non-compliant hemp
plants or hemp plant material practices,
to ensure that correct reporting to the
USDA has occurred;

(5) Results of and methodology used
for the annual inspections of producers;

nd

(6) Information collection procedures
and information accuracy (i.e.,
geospatial location, contact information
reported to the USDA, legal description
of land).

(c) Audit reports. (1) Audit reports
will be issued to the State or Tribal
government within 60 days after the
audit concluded. If the audit reveals that
the State or Tribal government is not in
compliance with its USDA approved
plan, USDA will advise the State or
Indian Tribe of non-compliances and
the corrective measures that must be
completed to come into compliance
with the regulations in this part. The
USDA will require the State or Tribe to
develop a corrective action plan, which
will be reviewed and approved by the
USDA, and the State or Tribe will be
able to demonstrate its compliance with
the regulations in this part through a
second audit by USDA. If the State or
Tribe requests USDA assistance to
develop a corrective action plan in the
case of a first instance of
noncompliance, the State or Tribe must
request this assistance not later than 30
days after the issuance of the audit
report. The USDA will approve or deny
the corrective action plan within 60
days of its receipt.

(2) If the USDA determines that the
State or Indian Tribe is not in
compliance after the second audit, the
USDA may revoke its approval of the
State or Tribal plan for a period not to
exceed one year. USDA will not approve
a State or Indian Tribe’s plan until the
State or Indian Tribe demonstrates upon
inspection that it is in compliance with
all regulations in this part.

§990.6 Violations of State and Tribal
plans.

(a) Producer violations. Producer
violations of USDA-approved State and
Tribal hemp production plans shall be
subject to enforcement in accordance
with the terms of this section.

(b) Negligent violations. Each USDA-
approved State or Tribal plan shall
contain provisions relating to negligent
producer violations as defined under
this part. Negligent violations shall
include, but not be limited to:

(1) Failure to provide a legal
description of land on which the
producer produces hemp;

(2) Failure to obtain a license or other
required authorization from the State
department of agriculture or Tribal
government, as applicable; or

(3) Production of cannabis with a
delta-9 tetrahydrocannabinol
concentration exceeding the acceptable
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hemp THC level. Hemp producers do
not commit a negligent violation under
this paragraph (b)(3) if they make
reasonable efforts to grow hemp and the
cannabis (marijuana) does not have a
delta-9 tetrahydrocannabinol
concentration of more than 0.5 percent
on a dry weight basis.

(c) Corrective action for negligent
violations. Each USDA-approved State
or Tribal plan shall contain rules and
regulations providing for the correction
of negligent violations. Each correction
action plan shall include, at minimum,
the following terms:

(1) A reasonable date by which the
producer shall correct the negligent
violation.

(2) A requirement that the producer
shall periodically report to the State
department of agriculture or Tribal
government, as applicable, on its
compliance with the State or Tribal plan
for a period of not less than the next 2
years from the date of the negligent
violation.

(3) A producer that negligently
violates a State or Tribal plan approved
under this part shall not as a result of
that violation be subject to any criminal
enforcement action by the Federal,
State, Tribal, or local government.

(4) A producer that negligently
violates a USDA-approved State or
Tribal plan three times in a 5-year
period shall be ineligible to produce
hemp for a period of 5 years beginning
on the date of the third violation.

(5) The State or Tribe shall conduct an
inspection to determine if the corrective
action plan has been implemented as
submitted.

(d) Culpable violations. Each USDA-
approved State or Tribal plan shall
contain provisions relating to producer
violations made with a culpable mental
state greater than negligence, including
that:

(1) If the State department of
agriculture or Tribal government with
an approved plan determines that a
producer has violated the plan with a
culpable mental state greater than
negligence, the State department of
agriculture or Tribal government, as
applicable, shall immediately report the
producer to:

(i) The U.S. Attorney General; and

(ii) The chief law enforcement officer
of the State or Indian Tribe, as
applicable.

(2) Paragraphs (b) and (c) of this
section shall not apply to culpable
violations.

(e) Felonies. Each USDA-approved
State or Tribal plan shall contain
provisions relating to felonies. Such
provisions shall state that:
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(1) A person with a State or Federal
felony conviction relating to a
controlled substance is subject to a 10-
year ineligibility restriction on
participating in the plan and producing
hemp under the State or Tribal plan
from the date of the conviction. An
exception applies to a person who was
lawfully growing hemp under the 2014
Farm Bill before December 20, 2018,
and whose conviction also occurred
before that date.

(2) Any producer growing hemp
lawfully with a license, registration, or
authorization under a pilot program
authorized by section 7606 of the
Agricultural Act of 2014 (7 U.S.C. 5940)
before October 31, 2019 shall be
exempted from paragraph (e)(1) of this
section.

(3) For producers that are entities, the
State or Tribal plan shall determine
which employee(s) of a producer shall
be considered to be participating in the
plan and subject to the felony
conviction restriction for purposes of
paragraph (e)(1) of this section.

(f) False statement. Each USDA-
approved State or Tribal plan shall state
that any person who materially falsifies
any information contained in an
application to participate in such
program shall be ineligible to participate
in that program.

(g) Appeals. For States and Tribes
who wish to appeal an adverse action,
subpart D of this part will apply.

§990.7 Establishing records with USDA
Farm Service Agency.

All producers licensed to produce
hemp under an USDA-approved State or
Tribal plan shall report hemp crop
acreage with FSA and shall provide, at
minimum, the following information:

(a) Street address and, to the extent
practicable, geospatial location for each
lot or greenhouse where hemp will be
produced. If an applicant operates in
more than one location, that information
shall be provided for all production
sites.

(b) If an applicant has production
sites licensed under a USDA-approved
State or Tribal plan, those sites will be
covered under the respective plan and
will not need to be included under the
producer’s application to become
licensed under the USDA plan.

(c) Acreage dedicated to the
production of hemp, or greenhouse or
indoor square footage dedicated to the
production of hemp.

(d) License or authorization identifier.

§990.8 Production under Federal law.
Nothing in this subpart prohibits the

production of hemp in a State or the

territory of an Indian Tribe for which a

State or Tribal plan is not approved
under this subpart if the production of
that hemp is in accordance with subpart
C of this part, and if the production of
hemp is not otherwise prohibited by the
State or Indian Tribe.

Subpart C—USDA Hemp Production
Plan

§990.20 USDA requirements for the
production of hemp.

(a) General hemp production
requirements. The production of hemp
in a State or territory of an Indian Tribe
where there is no USDA approved State
or Tribal plan must be produced in
accordance with this subpart provided
that the production of hemp is not
prohibited by the State or territory of an
Indian Tribe where production will
occur.

(b) Convicted felon ban. A person
with a State or Federal felony
conviction relating to a controlled
substance is subject to a 10-year
ineligibility restriction on participating
in the plan and producing hemp under
the USDA plan from the date of the
conviction. An exception applies to a
person who was lawfully growing hemp
under the 2014 Farm Bill before
December 20, 2018, and whose
conviction also occurred before
December 20, 2018.

(c) Falsifying material information on
application. Any person who materially
falsifies any information contained in an
application to for a license under the
USDA plan shall be ineligible to
participate in the USDA plan.

§990.21 USDA hemp producer license.

(a) General application
requirements—(1) Requirements and
license application. Any person
producing or intending to produce
hemp must have a valid license prior to
producing, cultivating, or storing hemp.
A valid license means the license is
unexpired, unsuspended, and
unrevoked.

(2) Application window. Applicants
may submit an application for a new
license to USDA between December 2,
2019 and November 2, 2020. In
subsequent years, applicants may
submit an application for a new license
or renewal of an existing license to
USDA from August 1 through October
31 of each year.

(3) Required information on
application. The applicant shall provide
the information requested on the
application form, including:

(i) Contact information. Full name,
residential address, telephone number
and email address. If the applicant is a
business entity, the full name of the
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business, the principal business location
address, full name and title of the key
participants, title, email address (if
available) and employer identification
number (EIN) of the business; and

(ii) Criminal history report. A current
criminal history report for all key
participants dated within 60 days prior
to the application submission date. A
license application will not be
considered complete without all
required criminal history reports.

(4) Submission of completed
application forms. Completed
application forms shall be submitted to
USDA.

(5) Incomplete application
procedures. Applications missing
required information shall be returned
to the applicant as incomplete. The
applicant may resubmit a completed
application.

(6) License expiration. USDA-issued
hemp producer licenses shall be valid
until December 31 of the year three
years after the year in which license was
issued.

(b) License renewals. USDA hemp
producer licenses must be renewed
prior to license expiration. Licenses are
not automatically renewed.
Applications for renewal shall be
subject to the same terms, information
collection requirements, and approval
criteria as provided in this subpart for
initial applications unless there has
been an amendment to the regulations
in this part or the law since approval of
the initial or last application.

(c) License modification. A license
modification is required if there is any
change to the information submitted in
the application including, but not
limited to, sale of a business, the
production, handling, or storage of
hemp in a new location, or a change in
the key participants producing under a
license.

§990.22 USDA Hemp producer license
approval.

(a) A license shall not be issued
unless:

(1) The application submitted for
USDA review and approval is complete
and accurate.

(2) The criminal history report(s)
submitted with the license application
confirms that all key participants to be
covered by the license have not been
convicted of a felony, under State or
Federal law, relating to a controlled
substance within the past ten (10) years
unless the exception in § 990.20(b)
applies.

(3) The applicant has submitted all
reports required as a participant in the
hemp production program by this part.
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(4) The application contains no
materially false statements or
misrepresentations and the applicant
has not previously submitted an
application with any materially false
statements or misrepresentations.

(5) The applicant’s license is not
currently suspended.

(6) The applicant is not applying for
a license as a stand-in for someone
whose license has been suspended,
revoked, or is otherwise ineligible to
participate.

(7) The State or territory of Indian
Tribe where the person produces or
intends to produce hemp does not have
a USDA-approved plan or has not
submitted a plan to USDA for approval
and is awaiting USDA’s decision. For
the first year, USDA will not accept
request for licenses under the USDA
plan until December 2, 2019 to allow
States and Tribes to submit their plans.

(8) The State or territory of Indian
Tribe where the person produces or
intends to produce hemp does not
prohibit the production of hemp.

(b) USDA shall provide written
notification to applicants whether the
application has been approved or
denied unless the applicant is from a
State or territory of an Indian Tribe that
has a plan submitted to USDA and is
awaiting USDA approval.

(1) If an application is approved, a
license will be issued. Information
regarding approved licenses will be
available on the AMS website.

(2) Licenses will be valid until
December 31 of the year three after the
year in which the license was issued.

(3) Licenses may not be sold,
assigned, transferred, pledged, or
otherwise disposed of, alienated or
encumbered.

(4) If a license application is denied,
the notification from USDA will explain
the cause for denial. Applicants may
appeal the denial in accordance with
subpart D of this part.

(c) If the applicant is producing in
more than one location, the applicant
may have more than one license to grow
hemp. If the applicant has operations in
a location covered under a State or
Tribal plan, that operation must be
licensed under the State or Tribal plan,
not a USDA plan.

§990.23 Reporting hemp crop acreage
with USDA Farm Service Agency.

All USDA plan producers shall report
hemp crop acreage with FSA and shall
provide, at minimum, the following
information:

(a) Street address and, to the extent
practicable, geospatial location of the
lot, greenhouse, building, or site where
hemp will be produced. All locations

where hemp is produced must be
reported to FSA.

b) Acreage dedicated to the
production of hemp, or greenhouse or
indoor square footage dedicated to the
production of hemp.

(c) The license number.

§990.24 Responsibility of a USDA
licensed producer prior to harvest.

(a) Within 15 days prior to the
anticipated harvest of cannabis plants, a
producer shall have an approved
Federal, State, local law enforcement
agency or other USDA designated
person collect samples from the flower
material of such cannabis material for
delta-9 tetrahydrocannabinol
concentration level testing.

(b) The method used for sampling
from the flower material of the cannabis
plant must be sufficient at a confidence
level of 95 percent that no more than
one percent (1%) of the plants in the lot
would exceed the acceptable hemp THC
level. The method used for sampling
must ensure that a representative
sample is collected that represents a
homogeneous composition of the lot.

(c) During a scheduled sample
collection, the producer or an
authorized representative of the
producer shall be present at the growing
site.

(d) Representatives of the sampling
agency shall be provided with complete
and unrestricted access during business
hours to all hemp and other cannabis
plants, whether growing or harvested,
and all land, buildings, and other
structures used for the cultivation,
handling, and storage of all hemp and
other cannabis plants, and all locations
listed in the producer license.

(e) A producer shall not harvest the
cannabis crop prior to samples being
taken.

§990.25 Standards of performance for
detecting delta-9 tetrahydrocannabinol
(THC) concentration levels.

(a) Analytical testing for purposes of
detecting the concentration levels of
delta-9 tetrahydrocannabinol (THC) in
the flower material of the cannabis plant
shall meet the following standard:

(1) Laboratory quality assurance must
ensure the validity and reliability of test
results;

(2) Analytical method selection,
validation, and verification must ensure
that the testing method used is
appropriate (fit for purpose) and that the
laboratory can successfully perform the
testing;

(3) The demonstration of testing
validity must ensure consistent,
accurate analytical performance; and

(4) Method performance
specifications must ensure analytical
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tests are sufficiently sensitive for the
purposes of the detectability
requirements of this part.

(b) At a minimum, analytical testing
of samples for delta-9
tetrahydrocannabinol concentration
levels must use post-decarboxylation or
other similarly reliable methods
approved by the Secretary. The testing
methodology must consider the
potential conversion of delta-9
tetrahydrocannabinolic acid (THCA) in
hemp into delta-9 tetrahydrocannabinol
(THC) and the test result reflect the total
available THC derived from the sum of
the THC and THC-A content. Testing
methodologies meeting the
requirements of this paragraph (b)
include, but are not limited to, gas or
liquid chromatography with detection.

c) The total delta-9
tetrahydrocannabinol concentration
level shall be determined and reported
on a dry weight basis. Additionally,
measurement of uncertainty (MU) must
be estimated and reported with test
results. Laboratories shall use
appropriate, validated methods and
procedures for all testing activities and
evaluate measurement of uncertainty.

(d) Any sample test result exceeding
the acceptable hemp THC level shall be
conclusive evidence that the lot
represented by the sample is not in
compliance with this part.

§990.26 Responsibility of a USDA
producer after laboratory testing is
performed.

(a) The producer shall harvest the
crop not more than fifteen (15) days
following the date of sample collection.

(b) If the producer fails to complete
harvest within fifteen (15) days of
sample collection, a secondary pre-
harvested sample of the lot shall be
required to be submitted for testing.

(c) Harvested lots of hemp plants shall
not be commingled with other harvested
lots or other material without prior
written permission from USDA.

(d) Lots that meet the acceptable
hemp THC level may enter the stream
of commerce.

(e) Lots tested and not certified by the
DEA-registered laboratory not exceeding
the acceptable hemp THC level may not
be further handled, processed, or enter
the stream of commerce and the licensee
shall ensure the lot is disposed of in
accordance with §990.27.

() Any producer may request
additional testing if it is believed that
the original delta-9
tetrahydrocannabinol concentration
level test results were in error.

§990.27 Non-compliant cannabis plants.
(a) Cannabis plants exceeding the
acceptable hemp THC level constitute



Federal Register/Vol. 84, No. 211/Thursday, October 31, 2019/Rules and Regulations

58561

marijuana, a schedule I controlled
substance under the Controlled
Substances Act (CSA), 21 U.S.C. 801 et
seq., and must be disposed of in
accordance with the CSA and DEA
regulations found at 21 CFR 1317.15.
b) Producers must notify USDA of
their intent to dispose of non-
conforming plants and verify disposal
by submitting required documentation.

§990.28 Compliance.

(a) Audits. Producers may be audited
by the USDA. The audit may include a
review of records and documentation,
and may include site visits to farms,
fields, greenhouses, storage facilities, or
other locations affiliated with the
producer’s hemp operation. The
inspection may include the current crop
year, as well as any previous crop
year(s). The audit may be performed
remotely or in person.

(b) Frequency of audit verifications.
Audit verifications may be performed
once every three (3) years unless
otherwise determined by USDA. If the
results of the audit find negligent
violations, a corrective action plan may
be established.

(c) Assessment of producer’s hemp
operations for conformance. The
producer’s operational procedures,
documentation, and recordkeeping, and
other practices may be verified during
the onsite audit verification. The auditor
may also visit the production,
cultivation, or storage areas for hemp
listed on the producer’s license.

(1) Records and documentation. The
auditor shall assess whether required
reports, records, and documentation are
properly maintained for accuracy and
completeness.

(2) [Reserved]

(d) Audit reports. Audit reports will
be issued to the licensee within 60 days
after the audit is concluded. If USDA
determines under an audit that the
producer is not compliant with this
part, USDA shall require a corrective
action plan. The producer’s
implementation of a corrective action
plan may be reviewed by USDA during
a future site visit or audit.

§990.29 Violations.

Violations of this part shall be subject
to enforcement in accordance with the
terms of this section.

(a) Negligent violations. A hemp
producer shall be subject to enforcement
for negligently:

(1) Failing to provide an accurate legal
description of land where hemp is
produced;

(2) Producing hemp without a license;
and

(3) Producing cannabis (marijuana)
exceeding the acceptable hemp THC

level. Hemp producers do not commit a
negligent violation under this paragraph
(a) if they make reasonable efforts to
grow hemp and the cannabis
(marijuana) does not have a delta-9
tetrahydrocannabinol concentration of
more than 0.5 percent on a dry weight
basis.

(b) Corrective action for negligent
violations. For each negligent violation,
USDA will issue a Notice of Violation
and require a corrective action plan for
the producer. The producer shall
comply with the corrective action plan
to cure the negligent violation.
Corrective action plans will be in place
for a minimum of two (2) years from the
date of their approval. Corrective action
plans will, at a minimum, include:

(1) The date by which the producer
shall correct each negligent violation;

(2) Steps to correct each negligent
violation; and

(3) A description of the procedures to
demonstrate compliance must be
submitted to USDA.

(c) Negligent violations and criminal
enforcement. A producer that
negligently violates this part shall not,
as a result of that violation be subject to
any criminal enforcement action by any
Federal, State, Tribal, or local
government.

(d) Subsequent negligent violations. If
a subsequent violation occurs while a
corrective action plan is in place, a new
corrective action plan must be
submitted with a heightened level of
quality control, staff training, and
quantifiable action measures.

(e) Negligent violations and license
revocation. A producer that negligently
violates the license 3 times in a 5-year
period shall have their license revoked
and be ineligible to produce hemp for a
period of 5 years beginning on the date
of the third violation.

(0 Culpable mental state greater than
negligence. If USDA determines that a
licensee has violated the terms of the
license or of this part with a culpable
mental state greater than negligence:

(1) USDA shall immediately report
the licensee to:

(i) The U.S. Attorney General; and

(ii) The chief law enforcement officer
of the State or Indian territory, as
applicable, where the production is
located; and

(2) Paragraphs (a) and (b) of this
section shall not apply to culpable
violations.

§990.30 USDA producers; License
suspension.

(a) USDA may issue a notice of
suspension to a producer if USDA or its
representative receives some credible
evidence establishing that a producer
has:
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(1) Engaged in conduct violating a
provision of this part; or

(2) Failed to comply with a written
order from the USDA-AMS
Administrator related to negligence as
defined in this part.

(b) Any producer